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2.1 MELTING POINT

1.

Stearamide (CAS RN 124-26-5).
Weast, R. C,, (ed). 1979. CRC Handbook of Chemistry and Physics,
60" Edition. CRC Press, Boca Raton, FL, U. S......c.couereeereieeeseieseeseesseessesesesssssseneens 16

Oleamide (CAS RN 301-02-0).
Weadt, R. C. and M. J. Adlle, (eds). 1980. CRC Handbook of Chemistry
and Physics, 60" Edition. CRC Press, Boca Raton, FL, U. S.....c.cooveveeeeerereseesenens 17

13-Docosenamide, (Z)- (CAS RN 112-84-5; Erucamide).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Verson 3.11;
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s

Office of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)..... 18

Dodecanamide, N-(2-hydroxyethyl)- (CAS RN 142-78-9).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Version 3.11,
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s

Office of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)..... 20

Dodecanamide, N,N-bis(2-hydroxyethyl)- (CAS RN 120-40-1).
Kirk-Othmer. Encyclopedia of Chemicad Technology. (4)2. John Wiley & Sons,
NEW YOrK, NY, U. S. oot nenn 22

9- Octadecenamide, N,N-bis(2- hydroxyethyl)-, (Z)- (CAS RN 93-83-4; Oleamide,
N,N-bis (2-hydroxyethyl)-).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Version 3.11,
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s

Office of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)..... 23

Amides, C12-18, N,N-bighydroxyethyl) (CAS RN 68155-06-6).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Version 3.11;
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s

Office of Pollution Prevention Toxics and Syracuse Research Corporation (SRC).....25

Octadecanamide, N,N'-1,2-ethanediylbis- (CAS RN 110-30-5; Octadecanamide,
N,N'-ethylenebis).

U.S. EPA (U.S. Environmentd Protection Agency). 2000. EPI Suite, Version 3.11;
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s

Office of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)..... 27
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2.2 BOILING POINT

0.

10.

11.

12.

13.

14.

15.

16.

Stearamide (CAS RN 124-26-5).
Weagt, R. C., (ed). 1979. CRC Handbook of Chemistry and Physics, 60" Edition.
CRC Press, BoCaRatoN, FL, U. Sttt 29

9-Octadecenamide, (Z2)- (CAS RN 301-02-0; Oleamide).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Version 3.11,
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 30

13-Docosenamide, (2)- (CAS RN 112-84-5; Erucamide).

U.S. EPA (U.S. Environmentd Protection Agency). 2000. EPI Suite, Verson 3.11;
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 32

Dodecanamide, N-(2-hydroxyethyl)- (CAS RN 142-78-9).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Version 3.11,
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC). ............... 34

Dodecanamide, N,N-bis(2-hydroxyethyl)- (CAS RN 120-40-1).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Version 3.11;
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 36

9- Octadecenamide, N,N-bis(2- hydroxyethyl)-, (Z)- (CAS RN 93-83-4; Oleamide,
N,N-bis(2-hydroxyethyl)-).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Version 3.11;
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC). ............... 38

Amides, C12-18, N,N-bighydroxyethyl) (CAS RN 68155-06-6).

U.S. EPA (U.S. Environmentd Protection Agency). 2000. EPI Suite, Version 3.11;
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 40

Octadecanamide, N,N'-1,2-ethanediylbis- (CAS RN 110-30-5; Octadecanamide, N,N'-
ethylenebis).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Version 3.11;
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 42
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2.4 VAPOR PRESSURE

17.

18.

19.

20.

21.

22.

23.

24.

Octadecanamide (CAS RN 124-26-5; Stearamide).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EM Suite, Version 3.11;
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’ s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 44

9-Octadecenamide, (2)- (CAS RN 301-02-0; Oleamide).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Version 3.11;
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 46

13-Docosenamide, (Z2)- (CAS RN 112-84-5; Erucamide).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Verson 3.11;
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 48

Dodecanamide, N-(2- hydroxyethyl)- (CAS RN 142-78-9).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Version 3.11;
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 50

Dodecanamide, N,N-bis(2-hydroxyethyl)- (CAS RN 120-40-1).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EF Suite, Verson 3.11;
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 52

9-Octadecenamide, N,N-bis(2-hydroxyethyl)-, (2)- (CAS RN 93-83-4, Oleamide,
N,N-big(2-hydroxyethyl)-).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Version 3.11;
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 54

Amides, C12-18, N,N-highydroxyethyl) (CAS RN 68155-06-6).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Verson 3.11;
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 56

Octadecanamide, N,N'-1,2-ethanediylbis- (CAS RN 110-30-5; Octadecanamide,
N,N'-ethylenebis).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Verson 3.11;
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 58
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2.5 PARTITION COEFFICIENT

25.

26.

27.

28.

29.

30.

31

32.

Octadecanamide (CAS RN 124-26-5; Stearamide).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EM Suite, Version 3.11;
KOWWIN Program, Version 1.67; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 60

9-Octadecenamide, (2)- (CAS RN 301-02-0; Oleamide).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Version 3.11;
KOWWIN Program, Version 1.67; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 62

13-Docosenamide, (Z2)- (CAS RN 112-84-5; Erucamide).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EF Suite, Version 3.11;
KOWWIN Program, Version 1.67; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 64

Dodecanamide, N-(2- hydroxyethyl)- (CAS RN 142-78-9).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Version 3.11;
KOWWIN Program, Version 1.67; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 66

Dodecanamide, N,N-bis(2-hydroxyethyl)- (CAS RN 120-40-1).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Version 3.11;
KOWWIN Program, Version 1.67; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 68

9-Octadecenamide, N,N-bis(2-hydroxyethyl)-, (2)- (CAS RN 93-83-4, Oleamide, N,N-
bis(2- hydroxyethyl)-).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Version 3.11;
KOWWIN Program, Version 1.67; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 70

Amides, C12-18, N,N-highydroxyethyl) (CAS RN 68155-06-6).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Verson 3.11;
KOWWIN Program, Version 1.67; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 72

Octadecanamide, N,N'-1,2-ethanediylbis- (CAS RN 110-30-5; Octadecanamide,
N,N'-ethylenebis).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Version 3.11,
KOWWIN Program, Version 1.67; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 74



FND Amides— Appendix 1
September 16, 2004
Page 6 of 6

2.6 WATER SOLUBILITY

33.

35.

36.

37.

38.

39.

40.

Stearamide (CAS RN 124-26-5).
Weast, R. C., (ed). 1979. CRC Handbook of Chemistry and Physics, 60" Edition.
CRC Press, BoCaRatoN, FL, U. Sttt 76

Oleamide (CAS RN 301-02-0).
...... Weast, R. C. and M. J. Adtle, (eds). 1980. CRC Handbook of Chemistry and Physics,
60" Edition. CRC Press, BoCaARAON, FL, U. S..vvveeeeeeeeeeeeeeeeeeeeeeeeee oo 77

13-Docosenamide, (Z)- (CAS RN 112-84-5; Erucamide).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Version 3.11;
WSKOWWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office
of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 78

Dodecanamide, N-(2- hydroxyethyl)- (CAS RN 142-78-9).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Version 3.11;
WSKOWWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office
of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 80

Standamid LDO (CAS RN 120-40-1; Dodecanamide, N,N-bis(2-hydroxyethyl)-).
Ash, M. and |. Ash. Encyclopedia of Surfactants. VolumelV. p. 397. Chemica
Publishing Co., NewW Y Ork, NY. ...ttt 82

9-Octadecenamide, N,N-bis(2- hydroxyethyl)-, (Z)- (CAS RN 93-83-4, Oleamide, N,N-
bis(2- hydroxyethyl)-).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Version 3.11;
WSKOWWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office
of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 83

Amides, C12-18, N,N-bighydroxyethyl) (CAS RN 68155-06-6).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Version 3.11;
WSKOWWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office
of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 85

Octadecanamide, N,N'-1,2-ethanediylbis- (CAS RN 110-30-5; Octadecanamide, N,N'-
ethylenebis).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Version 3.11,
WSKOWWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office
of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 87
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3.3.1 PHOTODEGRADATION

41.

42.

43.

45.

46.

47.

48.

Octadecanamide (CAS RN 124-26-5; Stearamide).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EM Suite, Version 3.11;
AOPWIN Program, Version 1.91; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC). ............... 89

9-Octadecenamide, (2)- (CAS RN 301-02-0; Oleamide).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Version 3.11;
AOPWIN Program, Version 1.91; PC-Computer software devel oped by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 91

13-Docosenamide, (Z2)- (CAS RN 112-84-5; Erucamide).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EF Suite, Version 3.11;
AOPWIN Program, Version 1.91; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 93

Dodecanamide, N-(2- hydroxyethyl)- (CAS RN 142-78-9).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EFl Suite, Version 3.11;
AOPWIN Program, Version 1.91; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 95

Dodecanamide, N,N-bis(2-hydroxyethyl)- (CAS RN 120-40-1).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EFl Suite, Verson 3.11;
AOPWIN Program, Version 1.91; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 97

9-Octadecenamide, N,N-bis(2-hydroxyethyl)-, (2)- (CAS RN 93-83-4, Oleamide,
N,N-big(2-hydroxyethyl)-).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Version 3.11;
AOPWIN Program, Version 1.91; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 99

Amides, C12-18, N,N-highydroxyethyl) (CAS RN 68155-06-6).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Verson 3.11;
AOPWIN Program, Version 1.91; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)............... 101

Octadecanamide, N,N'-1,2-ethanediylbis- (CAS RN 110-30-5; Octadecanamide,
N,N'-ethylenebis).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Version 3.11,
AOPWIN Program, Version 1.91; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)............... 103
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3.3.2 TRANSPORTATION BETWEEN ENVIRONMENTAL COMPARTMENTS (FUGACITY M ODEL )

49,

50.

51

52.

53.

55.

56.

Octadecanamide (CAS RN 124-26-5; Stearamide).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Verson 3.11; Leve
[11 Fugacity Modd; PC-Computer software developed by EPA’s Office of Pollution
Prevention Toxics and Syracuse Research Corporation (SRC). ......ccccceevvvveveenennns 105

9-Octadecenamide, (2)- (CAS RN 301-02-0; Oleamide).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Verson 3.11; Leve
11 Fugacity Modd; PC-Computer software developed by EPA’s Office of Pollution
Prevention Toxics and Syracuse Research Corporation (SRC). ......ccccevvrinieenennnns 107

13-Docosenamide, (Z2)- (CAS RN 112-84-5; Erucamide).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Verson 3.11; Leve
11 Fugacity Modd; PC-Computer software developed by EPA’s Office of Pollution
Prevention Toxics and Syracuse Research Corporation (SRC). ......ccccceevvvvevvenennns 109

Dodecanamide, N-(2- hydroxyethyl)- (CAS RN 142-78-9).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Verson 3.11; Leve
11 Fugacity Modd; PC-Computer software developed by EPA’s Office of Pollution
Prevention Toxics and Syracuse Research Corporation (SRC). ......cccoceevvrinieeiennnne 111

Dodecanamide, N,N-bis(2-hydroxyethyl)- (CAS RN 120-40-1).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Verson 3.11; Leve
[11 Fugacity Modd; PC-Computer software developed by EPA’s Office of Pollution
Prevention Toxics and Syracuse Research Corporation (SRC). ......ccccceevvevevvesennnns 113

9-Octadecenamide, N,N-bis(2-hydroxyethyl)-, (2)- (CAS RN 93-83-4, Oleamide,
N,N-big(2-hydroxyethyl)-).

U.S. EPA (U.S. Environmentd Protection Agency). 2000. EPI Suite, Version 3.11; Leve
Il Fugacity Model; PC-Computer software developed by EPA’s Office of Pollution
Prevention Toxics and Syracuse Research Corporation (SRC). ......cceveveierencnienne. 115

Amides, C12-18, N,N-bighydroxyethyl) (CAS RN 68155-06-6).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Verson 3.11; Leve
11 Fugacity Modd; PC-Computer software developed by EPA’ s Office of Pallution
Prevention Toxics and Syracuse Research Corporation (SRC). ......ccccceevveveeveeieennne 117

Octadecanamide, N,N'-1,2-ethanediylbis- (CAS RN 110-30-5; Octadecanamide,
N,N'-ethylenebis).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Version 3.11; Leve
[11 Fugacity Modd; PC-Computer software developed by EPA’s Office of Pollution
Prevention Toxics and Syracuse Research Corporation (SRC). ......ccceceeveeveveeiennns 119
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3.5 BIODEGRADATION

57.

58.

59.

60.

61.

62.

63.

Oleylamide (CAS RN 301-02-0; Oleamide).

van Ginkel, C. G. and C. A. Stroo. 1993. Biodegradability of ...Armid O Pediillesinthe
Closed Bottle Test. Report number CRL FO3009. Akzo Research Laboratories,

Arnhem, The Netherlands. ...........coov e 121

Erucamide (CAS RN 112-84-5).

van Ginkd, C. G. and C. A. Stroo. 1993. Biodegradability of Armid Ein the Closed
Bottle Test. Report number CRL F93035. Akzo Research Laboratories, Arnhem, The
NENEITANGS. ...t 123

Erucamide (CASRN 112-84-5).

Coenen, T. M. M. and H. Berkhout. 1991. Ready Biodegradability: Modified Sturm

Test with UNISLIP ERUCAMIDE. Report number 052572. RCC NOTOX B. V.,
‘s-Hertogenbosch, The Netherlands...........ccoveovieniccisiesece e 125

Tdlowamide (hydrogenated talow-akyl) (CAS RN 61790-31-6; Amides,

tallow, hydrogenated).

van Ginkel, C. G. and C. A. Stroo. 1993. Biodegradability of Armid ..HT Hakesinthe
Closed Bottle Test. Report number CRL F93008. Akzo Research Laboratories, Arnhem,
The NEtherlands. .........ccooo i 127

Dodecanamide, N,N-big(2-hydroxyethyl)- (CAS RN 120-40-1).

....... Bishop, W. E. 1974. Ultimate Biodegradability Via CO, Production with Cover Letter
Dated 5/123/96. EPA document number 86960000530. Proctor and Gamble Co.,
CINCINN@AL, OH, U. S ..ottt st st ba e e s be e s sbee e sabee e e 129

Amides, coco, N,N-bis(hydroxyethyl) (CAS RN 68603-42-9).

Pence, W. H. 1986. The Evauation of the Biodegradation Potentia of Text

Materids Using a Modified Closed Bottle Method. Report number 86-0836-11.

Hill Top Research, Inc., Cincinnati, OH, U. S........cccooiiiiiiereeeee e 131

Amides, coco, N-(hydroxyethyl) (CAS RN 68140-00-1).

H. Berger and Guhl. 1998. Biological Research and Product Safety/Ecology:

Unpublished Results, Test substance registration number 7811.

Henkel KGaA, Duesseldorf, GErmany. ........cccccoeeiieieesieie e ee et s 133

Amides, C12-18, N,N-bighydroxyethyl (CAS RN 68155-06-6).
Steber, J. and H. Berger. 1996. Biologica Research and Product Safety/Ecology.
Report number R9501453. Henkd KGaA, Duessdldorf, Germany.

Steber, J. and H. Berger. Biologica Research and Product Safety/Ecology:
Unpublished results; test substance regigtration number SAT 950975.
Henkel KGaA, Duessaldort, GErMaNy. ........cccoveerieneenieeie e sieesie e sree e sneens 135
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65.

Sanitized report:  chemical name not specified. (CAS RN 68910-93-0;

Fatty acids, tdl-ail, reaction products with polyethylenepolyamines).

van Ginkd, C. G. 1990. Biodegradability of [CAS RN 68910-93-0]. Report number

T 90-02-01.9. Akzo Research Laboratories, Arnhem, The Netherlands ................... 137

4.1 ACUTE/PROLONGED TOXICITY TO FISH

66.

67.

68.

69.

Erucamide (CAS RN 112-84-5).

Marshal, S. J and S. R. Harding. 1994. The Chronic Toxicity of UNISLIP 1753 to
Brachydanio rerio Under Continuous How Conditions. 28 Day Growth Test.

Report number CT/N25/01. Unilever Research, Port Sunlight Laboratory,

MEISEYSIAE, UK. ..ttt s esae e teenaesreenneennens 139

Amide, coco, N,N-bis(hydroxyethyl) (CAS RN 68603-42-9).
Steber, J. and H. Berger. 1999. Biological Research and Product Safety/Ecology:
Report number 1986/2497. Henkel KGaA, Duessaldorf, Germany.

Steber, J. and H. Berger. 1999. Biologica Research and Product Safety/Ecology:
unpublished results; Test substance registration number Fi 6650. Henkel KGaA,
DUESSE OIT, GEIMANY. ..ottt et s sreenae e 141

Oleamide, N,N-bis(2-hydroxyethyl)- (CAS RN 93-83-4).

Goodrich, M., K. Kogteretz and J. Lech. 1992. Supplemental Information: Letter
submitting Toxicity of [CAS number 93-83-4] in Fathead Minnows (Final Report)
(Sanitized). U. S. EPA document number 89-920000188S. NIEHS Aquatic Biomedicd
Core Center. University of Wisconsin, Milwaukee, WI, U. S. ........cccccevvevveiennenen. 143

Sanitized report: chemical name not specified. (CAS RN 68910-93-0;

Fatty acids, tdl-ail, reaction products with polyethylenepolyamines).

Mark, U. and E. E. Hantink-de Rooij. 1990. Acute Toxicity of [CAS RN 68910-93-0] to
Fish. Report number T 90-2-1.9. Akzo Research Laboratories, Arnhem, The

NELNEITANGS. ...ttt b e e 145

4.2 TOXICITY TOAQUATIC INVERTEBRATES

70.

Amides, coco, N,N-bis(hydroxyethyl) (CAS RN 68603-42-9).
Steber, J. and H. Berger. 1999. Biological Research and Product Safety/Ecology: Report
number 1986/2497. Henkdl KGaA, Duessdldorf, Germany.

Steber, J. and H. Berger. 1999. Biologicd Research and Product
..... Safety/Ecology: unpublished results;, Test substance regigtration number Fi 6650. Henkel
KGaA, DUESSE AOrT, GEIMANY. ......ccveeeerieeie et see et see et enne e 147
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71. Amides, coco, N,N-bighydroxyethyl) (CAS RN 68603-42-9).
Moore, S. B., R. A. Diehyl, J. M. Barnhardt and G. B. Avery. 1986. Acute and Chronic
Aquatic Toxicities of Textile Surfactants. Book of Papers: 1986 International Conference
& Exhibition, AATCC. October 28-31. pp. 290 - 293. Atlanta, GA, U. S............... 149

72.  Amidoamine (CAS RN 71820-35-4; Fatty acids, tdl-ail, low bailing, reaction
products with 1-piperzinegthanamine).
.. Sawdl, I. G. and D. Grant-Salmon. 1993. The Acute Toxicity of [CAS RN 71920-35-4]
to Daphniamagna. SafePharm Laboratories, Derby, UK ..., 151

4.3 TOXICITY TOAQUATIC PLANTS (ALGAE)

73. Amides, coco, N-(hydroxyethyl) (CAS RN 68140-00-1).
H. Berger and Guhl. 1998. Biologica Research and Product Safety/Ecology:
unpublished results; Test substance registration number 6648. Henkel KGaA,
DUESSE AOrf, GEIMANY .....cveiieciieieeie ettt e e re e te s e sreenneennens 153

4.5.2 CHRONIC TOXICITY TO AQUATIC INVERTEBRATES

74. Erucamide (CASRN 112-84-5).
Marshall, S. J and S. R. Harding. 1996. The Chronic Toxicity of UNISLIP 1753 to
Daphnia magna. Study number CT/N25/02. Unilever Research, Port Sunlight Laboratory,
MEISEYSIAE, UK. ..ttt e e s re e teeaesneenneennens 155

5.1.1 ACUTE ORAL TOXICITY

75.  Armid 18 (CAS RN 124-26-5; Stearamide).
Conine, D. L. Acute Oral Toxicity Screen in Rats of Armid 18. . 1983. Report number
83-0488-21. Hill Top Research, Inc., Cincinnati, OH, U. S.......cccoovvveveeveceeeenee, 157

76. Oleamide DEA (CAS RN 301-02-0; Oleamide).
Acute Oral Toxicity (LDsp) of Oleamide DEA to Rats. CTFA code number 2-32-118. CIR
Safety Data Test Summary ReSPONSE FOMM. ......cceivveiieieesieeie e 159

77. Erucamide (CASRN 112-84-5).
....Réijnders, J. B. J. Acute Ora Toxicity of UNISLIP 1753 in Rats. 1988. Report number
0812/1044. RCC NOTOX B.V., ‘s-Hertogenbosch, The Netherlands....................... 161

78. Armid HT (CAS RN 61790-31-6; Amides, talow, hydrogenated).
Kynoch, S. R. 1985. Acute Ora Toxicity to Rats of Armid HT. Report number
85268D/AKZ 190/AC. Huntingdon Research Centre, Cambridgeshire, UK. ........... 163

79. Carsamide SAL-7 (CAS RN 120-40-1; Dodecanamide, N,N-bis(2-hydroxyethyl)-).
Lewis, C. A.and A. L. Pdanker. Acute Oral Toxicity (Rat). 1979. Report number
7936-10. Consumer Product Testing, Fairfield, NJ, U. S. ..o 165
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80.

81.

82.

83.

85.

86.

87.

88.

89.

Monamid 716 (CAS RN 120-40-1; Dodecanamide, N,N-bis(2-hydroxyethyl)-).
..Paanker, A. L. Acuteord toxicity. 1976. Report number 7667- 8/8. Consumer Product
Testing Company, Inc., Fairfield, NJ, U. S......cccooiiiii e 167

Monamid 705 (CAS RN 68603-42-9; Amides, coco, N, N-bighydroxyethyl)).
..Lewis, C. A.and A.L. Pdanker. 1977. Acute Ora Toxicity (rat). Report number 77325.
Consumer Product Testing Company, Inc., Fairfield, NJ, U. S.........cccooiiiiiieinnne 169

Carsamide SAC (CAS RN 68603-42-9; Amides, coco, N, N-bighydroxyethyl)).
...... Pdanker, A. L. Acute Ord Toxicity (Rat). 1977. Report number 7774-2. Consumer
Product Testing Company, Inc., Fairfield, NJ, U. S. ... 171

Monamid 150-ADD (CAS RN 68603-42-9; Amides, coco, N, N-bighydroxyethyl)).
Palanker, A. L. Acute oral toxicity (rat). 1976. Report number 7667-4/8. Consumer
Product Testing Company, Inc., Fairfield, NJ, U. S. ... 173

Amides, coco, N-(hydroxyethyl) (CAS RN 68140-00-1).
..... Sterzel, W. and T. Broschard. 1972. Evauation of Acute Ora Toxicity. Report number
TBD 720033. Henkel KGaA, Duesseldorf, Germany. ........ccceceeeeveeceveesieceeseennn, 175

Unamide CDX (CAS RN 68140-00-1; Amides, coco, N-(hydroxyethyl)).
...Wdlace, J. M. 1976. Toxicity Studiesfor Lonzalnc. Bio-Toxicology Laboratories, Inc.,
MOOrestoOWN, NJ, U. S, ... s 177

10% Monamid ACC (CAS RN 68140-00-1; Amides, coco, N-(hydroxyethyl)).
Wolven, A. M. and |. Levengtein. 1971. Determination of Oral LDsp in Rats. Report
number 14861. Leberco Laboratories, Rosalle Park, NJ, U. S. ... 179

Monamid ACC Lot #1876 (CAS RN 68140-00-1; Amides, coco, N-
(hydroxyethyl)). Palanker, A. L. Acute Ora Toxicity (Rat). 1976. Report number
7667-1/8. Consumer Product Testing Company, Inc., Fairfield, NJ, U. S. ............... 181

Amides, C12-18, N,N-bighydroxyethyl) (CAS RN 68155-06-6).
Sterzel, W. and T. Broschard. 1999. Evauation of Acute Oral Toxicity. Report number
710070. Henkel KGaA, Duessaldorf, Germany. ........ccccceveeeveeeeneeiesieeseeneesesseenens 183

Sanitized report — chemical name not specified. (CASRN 71820-35-4;

Fatty acids, tall-ail, low boiling, reaction products with 1-piperzinesthanamine).

Cuthbert, J. A and K. J. D’ Arcy-Burt. 1983. Toxicity Tests on Product [CAS RN
71820-35-4]. Inveresk Research International, Musselburgh, UK. ... 185
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90.

Armid HT (CAS RN 71820-35-4; Fatty acids, tdl-ail, low bailing,

reaction products with 1- piperzinesthanamine).

Kynoch, S. R. Acute Oral Toxicity to Rats of Armid HT. 1985. Report number 85268
AKZ190 AC. Huntingdon Research Centre, Cambridgeshire, UK. ...........ccceevenen. 187

5.1.2 ACUTE INHALATION TOXICITY

91.

92.

Alkanolamide #1 (CAS RN 68155-20-4; Amides, tal-ail faity,

N,N-bighydroxyethyl)).

Krysofigk, S. P. 1994. Evauation of the Respiratory Effects from Components of a
Metalworking Fluid in Mice. EPA Document ...... number 88-950000037. Univergty of
Pittsburgh, Pittsburgh, PA, U. S. .. 189

Acrawax® C (CAS RN 110-30-5; Octadecanamide, N,N’-ethylenebis).

Warheit, D. B., M. C. Caarakostatsand M. A. Hartsky. 1990. Assessments of Lung
Toxicity to Acrawax® C Following Acute Inhaation Exposure. Drug Chem. Toxicol.
(1 1 USSR 191

5.1.3 ACUTE DERMAL TOXICITY

93.

94.

95.

Monamid 716 (CAS RN 120-40-1; Dodecanamide, N,N-bis(2-hydroxyethyl)-).
...... Palanker, A. L. Dermd toxicity. 1976. Report number 7667- 8/8. Consumer Product
Testing Company, Inc., Fairfield, NJ, U. S.......cccov oo 193

Monamid 150-ADD (CAS RN 68603-42-9; Amides, coco, N,

N - bighydroxyethyl)).

Pdanker, A. L. Acute Derma Toxicity (Rabbit). 1976. Report number 7667-4/8.
Consumer Product Testing Company, Inc., Fairfield, NJ, U. S.........ccoooiiiieiieinnne 195

Monamid ACC Lot #1876 (CAS RN 68140-00-1; Amides, coco,

N-(hydroxyethyl)).

Palanker, A. L. Derma Toxicity (Rabbit). 1976. Report number 7667-1/8. Consumer
Product Testing Company, Inc., Fairfield, NJ, U. S......ccooveiiiieiececeeseee e 197

5.4 REPEATED DOSE TOXICITY

96.

97.

Erucamide (CAS RN 112-84-5).
....... Molnar, N. M. 1960. Feeding Experiments. Approximate Letha Dose (Oral). Report
number 60118. Molnar Laboratories, Lodi, NJ, U. S. .......ccoeveiiiiecieceecee e 199

N,N-Bis(2-hydroxyethyl) lauramide (CAS RN 120-40-1; Dodecanamide,

N,N-big(2- hydroxyethyl)-).

..Gaunt, I. F., M. Farmer, P. Grasso and S. D. Gangolli.  1967. Short-term Feeding Study
of Lauric Diethanolamide in Rats. Fd. Cosmet. Toxicol. (5)497 - 503.........cccccueeee 201
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98.

Amides, coco, N-(hydroxyethyl) (CAS RN 68140-00-1).

Sterzdl, W. and T. Broschard. Evauation of Repeated Dose Ord Toxicity.

1983. Report number TBD 830034. Henke KGaA,

DUuesSAldOrt, GEIMEANY. .....cceeiiiiiiece et sb e sr e en e e naeeenes 204

5.5 GENETIC TOXICITY IN VITRO

99.

101.

101.

102.

103.

104.

105.

Crodamide SR (Stearamide) (CAS RN 124-26-5).

Jones, E., P., G. S. Cook, R. A. Gant and J. Kitching. 1990. Crodamide SR (Stearamide):
Bacteria Mutation Assay. Report number CDA 58B/891762. Huntingdon Research

Centre Ltd., Huntingdon, Cambridgeshire, UK. ... 206

Crodamide OR (Oleamide) (CAS RN 301-02-0).

...Jones, E., P. G. S. Cook, R. A. Gant and J. Kitching. 1990. Crodamide OR (Oleamide):
Bacteria Mutation Assay. Report number CDA 58C/891778. Huntingdon Research
Centre Ltd., Huntingdon, Cambridgeshire, UK. .........ccccccevierenienieie e 208

Erucamide (CAS RN 112-84-5).

Jones, E., P. G. S. Cook, R. A. Gant and J. Kitching. 1990. Crodamide ER

(Erucamide): Bacterid Mutation Assay. Report number CDA 58A/891761.

Huntingdon Research Centre Ltd., Cambridgeshire, UK. ... 210

Lauryl ethanolamide (CAS RN 142-78-9; Dodecanamide, N-(2-hydroxyethyl)-).

Zeiger, E., B. Anderson, S. Haworth, T. Lawlor, K. Mortelmans and W. Speck. 1987.
Salmonella Mutagenicity Tests: 111, Results From the Tegting of 255 Chemicals.

Journal of the Environmental Mutagen Society. 9(9):1- 110. ..c.cccoveevveeeveeciecienne 212

N,N-Big(2- hydroxyethyl) lauramide (CAS RN 120-40-1; Dodecanamide,
N,N-big(2-hydroxyethyl)-).

Inoue, K. and T. Sunakawa. 1980. Studiesof In vitro Cdl Transformation and
Mutagenicity by Surfactants and Other Compounds. Fd. Cosmet. Toxicol. 18:

S 1 A | TR 214

Amides, coco, N-(hydroxyethyl) (CAS RN 68140-00-1).
....... Sterzd, W. and T. Broschard. 1981. Evauation of Mutagenicity. Report number TBD
810088. Henkel KGaA, Duessaldorf, Germany. ........ccccceveeveeeeseesieseeseeneesessseenens 216

Amides, C12-18, N,N-bis(hydroxyethyl) (CAS RN 68155-06-6).
....... Sterzel, W. and T. Broschard. 1979. Evauation of Mutagenicity. Report number TBD
790040. Henkel KGaA, Duessaldorf, Germany. .........ccceveeveeeeneesiesieeseeseeseesneeens 218
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106.

107.

108.

109.

Ethylenebisoctadecanamide (CAS RN 110-30-5; Octadecanamide,

N,N'-ethylenebis).

..... Shimizu, H., U. Suzuki, N. Takemura, S. Goto and H. Matsushita. 1985. The Results of
Microbia Mutation Test for Forty-three Industrid Chemicas. Jon. J. Ind. Hedlth
O P 220

4-(1- oxooctadecenyl)- 1- piperazine ethanamine (CAS RN 71820-35-4;

Fatty acids, tdl-oil, low boiling, reaction products with 1-piperzinegthanamine).

Richold, M., E. Jonesand L. A. Fenner. 1983. Ames Metabolic Activation Test to Assess
the Potential Mutagenic Effect of [CAS RN 71820-35-4]. Huntingdon Research Centre,
Cambridgeshire, UK. ..ottt 222

Sanitized report — chemical name not stated.. (CAS RN 71820-35-4;

Fatty acids, tdl-ail, low boiling, reaction products with 1- piperzinegthanamine).

Richold, M., E. Jones, and L. A. Fenner. 1985. Ames Metabolic Activation Test to Assess
the Potentid Mutagenic Effect of [CAS RN 71820-35-4]. Huntingdon Research Centre,
Cambridgeshire, UK. ........coeeiice ettt s 224

EH& S 751(CAS RN 68910-87-2; Fatty acids, tal-oil, reaction products with

polya kylenepolyamines, dodecylbenzenesulfonates).

Wagner, V. O. and K. E. Burnett. Bacterial Reverse Mutation Assay with an Independent
Repesat Assay. 1996. Report number EHS-751. Microbiological Associates, Inc.,
ROCKVIIIE, MDD, U. S. ..ot 226

5.9 DEVELOPMENTAL TOXICITY/TERATOGENICITY

110.

Comperlan K.D (CAS RN 68603-42-9; Amides, coco, N, N-his(hydroxyethyl)).
Fittermann, W. 1994. Embryotoxicity Study (Including Teratogenicity) in the

Rat (Segment 11). Report number RT 920403. Henkd KGaA, Duessadorf,

LT 100 0 | TSRS 228
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2.1 M ELTING POINT
Test Substance
| dentity:

Purity:
Remarks:

Method

Method/Guiddine followed:

GLP:
Y ear:
Remarks:

Results
Mélting point:
Decomposition:
Sublimation:
Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

Stearamide (CAS RN 124-26-5)
Not stated

Not stated

Not stated

Not stated

Standard reference book information; no experimenta
details provided.

109 °C
Not determined
Not determined

The mdting point was provided in areliable resource book.
The endpoint has been adequately characterized (American
Chemigry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2D
Rdiable with redtrictions; secondary literature source.

Wesst, R. C., (ed). 1979. CRC Handbook of Chemistry
and Physics, 60" Edition. CRC Press, Boca Raton, FL,
uU. S

July 24, 2000
51
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2.1 MELTING POINT

Test Substance
| dentity:
Purity:
Remarks:

Method

Method/Guiddine followed:

GLP:
Y ear:
Remarks:

Results
Mélting point:
Decomposition:
Sublimation:
Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

Oleamide (CAS RN 301-02-0)
Not stated

Not stated

Not stated

Not stated

Standard reference book information; no experimenta
details provided.

76 °C
Not determined
Not determined

The mdting point was provided in areliable resource book.
The endpoint has been adequately characterized (American
Chemigtry Council Faity Nitrogen Derivatives Pand,
Amides Task Group).

2D
Rdiable with redrictions; secondary literature source.

Weadt, R. C. and M. J. Adtle, (eds). 1980. CRC Handbook
of Chemistry and Physics, 60" Edition. CRC Press, Boca
Raton, FL, U. S.

July 24, 2000
74
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2.1 MELTING POINT

Test Substance
| dentity: 13-Docosenamide, (Z)- (CAS RN 112-84-5; Erucamide)
Purity: Not gpplicable

Method

Method/Guiddine followed:

EPIWIN (v 3.11) MPBPWIN Program (v 1.41) — The
weighted mean was calculated using the vaues derived
from the Joback Group Contribution Method and Gold and

Ogle Method.

GLP: Not applicable

Year: 2004

Remarks: The EPIWIN modd was run without entering measured
physical chemica properties.

Results

Mélting Point: Edtimated (weighted mean) = 183 °C
Experimental database match =77.5°C

Decomposition: Not applicable

Sublimation: Not applicable

Remarks: Following are the results from the mode output (melting

point only):

MPBPW N (v1.41) Program Results:

Dat abase Structure Match:

Experi ment al

Name 13- DECOSENAM DE (ClI S)
CAS Num : 000112-84-5
Exp MP (deg C): 77.5
SM LES : O=C( N) CCCCCCCCCCCC=CCccceecee
CHEM : 13- Docosenam de, (Z2)-
MOL FOR: C22 H43 N1 O1
MOL WI : 337.59

SUMVARY MPBPW N v1. 41

Melting Point: 294.56 deg C (Adapted Joback Met hod)

Melting Point: 155.54 deg C (Gold and Ogl e Met hod)

Mean Melt Pt : 225.05 deg C (Joback; Gold, Ogl e Met hods)
Sel ected MP: 183.35 deg C (Wi ghted Val ue)

------- T T ey
TYPE | NUM| MELT DESCRIPTION | COEFF | VALUE
------- T T T
Goup | 1 | CH3 | 5.10 | -5.10
Goup | 18 | CH2- | 11.27 | 202.86
Goup | 2 | =CH | 8.73 | 17. 46
Goup | 1 | -C(=0 NH2 | 230.00 | 230.00
* | | Equation Constant | | 122.50
RESULT | MELTING PONT in deg Kelvin | 567.72

| MELTING PONT in deg C | 294.56
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Conclusons The endpoint has been adequately characterized (American
Chemidtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Reidhility: 2
Remarks: Rdiable with redrictions, model data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Version 3.11; MPBPWIN Program, Version
1.41; PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: June 25, 2004
Order Number for Sorting:

Remarks:
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2.1 MELTING POINT

Test Substance
| dentity:

Purity:

Method

Method/Guiddine followed:

GLP:
Y ear:
Remarks:

Results
Médting Point:
Decomposition:
Sublimation:
Remarks:

Dodecanamide, N-(2- hydroxyethyl)-
(CASRN 142-78-9)
Not applicable

EPIWIN (v 3.11) MPBPWIN Program (v 1.41) — The
welghted mean was calculated using the va ues derived
from the Joback Group Contribution Method and Gold and
Ogle Method.

Not applicable

2004

The EPIWIN model was run without entering measured
physical chemicd properties.

154 °C (weighted mean)

Not applicable

Not applicable

Following are the results from the modd output (melting

point only):

MPBPW N (v1.41) Program Results:

Experi ment al

SM LES :
CHEM
MOL FOR:

MOL WI : 243.39

Mel ti ng Point:
Mel ting Point:
Mean Melt Pt

Sel ected MP:

Dat abase Structure Match:

SUMVARY MPBPW N v1. 41

no data

O=C( NCCOQ) ccceeeececce
Dodecanami de,
Cl4 H29 N1 O2

N- ( 2- hydr oxyet hyl ) -

248.93 deg C (Adapted Joback Met hod)
122.52 deg C (Gold and Ogl e Met hod)

185. 72 deg C (Joback;

Gol d, Ogl e Met hods)

154.12 deg C (Weighted Val ue)

.................... o
MELT DESCRI PTION | COEFF | VALUE
____________________ o

CH3 | -5.10 | -5.10
- CH2- | 11.27 | 135.24
-OH (primary) | 44,45 | 44. 45
- C(=0) NH | 225.00 | 225.00
Equati on Constant | | 122.50
MELTING PO NT in deg Kelvin | 522.09
MELTI NG PO NT in deg C | 248.93
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Conclusions The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Reidhility: 2
Remarks: Reliable with regtrictions, modd data.
References U.S. EPA (U.S. Environmentd Protection Agency). 2000.

EPI Suite, Verson 3.11; MPBPWIN Program, Verson
1.41; PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: June 25, 2004
Order Number for Sorting:

Remarks:
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2.1 MELTING POINT

Test Substance
| dentity:

Purity:
Remarks:

Method

Method/Guiddine followed:

GLP:
Year:
Remarks:

Results
Mélting point:
Decomposition:
Sublimation:
Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

Dodecanamide, N,N-bis(2-hydroxyethyl)-
(CASRN 120-40-1)
Not stated

Not stated

Not stated

Not stated

Standard reference book information; no experimenta
details provided.

38.7°C
Not determined
Not determined

The mdting point was provided in ardiable resource book.
The endpoint has been adequatdly characterized (American
Chemisiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).

2D
Rdiable with restrictions, secondary literature source.

Kirk-Othmer. Encyclopediaof Chemica Technology.
(4)2. John Wiley & Sons, New York, NY, U. S

July 24, 2000
40
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2.1 MELTING POINT

Test Substance
| dentity: 9-Octadecenamide, N,N-bis(2-hydroxyethyl)-, (2)-
(CAS RN 93-83-4; Oleamide, N,N-bis(2-hydroxyethyl)-)
Purity: Not applicable
Method

Method/Guiddine followed:

EPIWIN (v 3.11) MPBPWIN Program (v 1.41) — The
welghted mean was calculated using the values derived
from the Joback Group Contribution Method and Gold and

Ogle Method.

GLP: Not applicable

Year: 2004

Remarks: The EPIWIN modd was run without entering measured
physical chemicd properties.

Results

Méting Point: 204 °C (weighted mean)

Decomposition: Not applicable

Sublimation: Not applicable

Remarks: Following are the results from the modd output (melting
point only):

MPBPW N (v1.41) Program Results:

Experi ment al Dat abase Structure Match: no data

SM LES : O=C( N( CCO) CCO) CCCCCCCC=Cceeeceece

CHEM 9- Oct adecenam de, N, N-bi s(2-hydroxyethyl) -,
MOL FOR: C22 H43 N1 O3
MOL WI : 369.59

Mel ti ng Point:
Mel ting Point:

(2)-

SUMVARY MPBPW N v1. 41
295. 46 deg C (Adapted Joback Met hod)
180.53 deg C (Gold and Ogl e Met hod)

Mean Melt Pt : 237.99 deg C (Joback; Gold, Ogl e Met hods)
Selected MP: 203.51 deg C (Wi ghted Val ue)

------- T T T
TYPE | NUM| MELT DESCRIPTION | COEFF | VALUE
------- T
Goup | 1 | CH3 | 5.10 | -5.10
Goup | 18 | CH2 | 11.27 | 202.86
Goup | 2 | =CH | 8.73 | 17. 46
Goup | 2 | -OH (primary) | 44.45 | 88. 90
Goup| 1 | -C(=ON< | 142.00 | 142.00
* | | Equation Constant | | 122.50
RESULT | MELTING PONT in deg Kelvin | 568.62

| MELTING PONT in deg C | 295.46
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Conclusons The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Reidhility: 2
Remarks: Reliable with regtrictions, modd data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; MPBPWIN Program, Verson
1.41; PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: July 6, 2004
Order Number for Sorting:

Remarks:
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2.1 MELTING POINT

Test Substance
| dentity: Amides, C12-18, N,N-big(hydroxyethyl)
(CAS RN 68155-06-6)
Purity: Not applicable
Method
Method/Guideline followed: EPIWIN (v 3.11) MPBPWIN Program (v 1.41) — The
welghted mean was calculated using the va ues derived
from the Joback Group Contribution Method and Gold and
Ogle Method.
GLP: Not applicable
Year: 2004
Remarks: The EPIWIN modd was run without entering measured
physical chemicd properties.
Results
Méting Point: 154 °C (weighted mean)
Decomposition: Not applicable
Sublimation: Not applicable
Remarks: Following are the results from the mode output (melting
point only):

MPBPW N (v1.41)

Program Resul ts:

Experi mental Database Structure Match: no data

SM LES : O=C( N( CCO) CCO) CCCCCCCCCC

CHEM : Am des,

C12-18, N, N-bi s(hydroxyethyl)

MOL FOR: C15 H31 N1 O3

MOL WI' @ 273.42

Mel ting Point:
Mel ting Point:
Mean Melt Pt :

Sel ected MP:

------ SUMVARY MPBPW N V1. 41 «vvcmmmmmmmcaaaaa-

221. 65 deg C (Adapted Joback Met hod)
131.01 deg C (Gold and Ogl e Met hod)

176. 33 deg C (Joback; Gold, Ogl e Met hods)
153. 67 deg C (Wi ghted Val ue)

.................. o
MELT DESCRI PTION | COEFF | VALUE
__________________ o
CH3 | 5.10 | 5.10
- CH2- [ 11.27 | 146.51
-OH (primary) | 44.45 | 88. 90
-C(=0 N< | 142.00 | 142.00
Equati on Constant | | 122.50
MELTING PO NT in deg Kelvin | 494.81
MELTI NG PO NT in deg C | 221.65
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Conclusons The endpoint has been adequatdly characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Reidhility: 2
Remarks: Reliable with regtrictions, modd data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; MPBPWIN Program, Verson
1.41; PC-Computer software developed by EPA’ s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: July 6, 2004
Order Number for Sorting:

Remarks:
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2.1 MELTING POINT

Test Substance
| dentity: Octadecanamide, N,N'-1,2-ethanediylbis-
(CAS RN 110-30-5; Octadecanamide, N,N'-ethylenebis)
Purity: Not applicable
Method
Method/Guideline followed: EPIWIN (v 3.11) MPBPWIN Program (v 1.41) — The
weighted mean was calculated using the values derived
from the Joback Group Contribution Method and Gold and
Ogle Method.
GLP: Not applicable
Year: 2004
Remarks: The EPIWIN modd was run without entering measured
physical chemicd properties.
Results
Mélting Point: 323 °C (weighted mean)
Decomposition: Not applicable
Sublimation: Not applicable
Remarks: Following are the results from the modd output (melting
point only):

MPBPW N (v1.41)

Program Resul ts:

Experi mental Database Structure Match: no data

SM LES : O=C( NCCNC( =0) CCCCCCCCCCCCCCCCC) creeeeccceeccecce
CHEM : Octadecanamide, N, N -1, 2-ethanediyl bis-
MOL FOR: C38 H76 N2 O2

MOL WI : 593. 04

Mel ting Point:
Mel ting Point:
Mean Melt Pt :

Sel ected MP:

RESULT
RESULT- | i it

----- SUMVARY MPBPW N V1. 41 «vncmmmmmmmcaaaa-

349. 84 deg C (Adapted Joback Met hod)
315.95 deg C (Gold and Ogl e Met hod)
332.89 deg C (Joback; Gold, Ogl e Met hods)
322.73 deg C (Wi ghted Val ue)

.................. o
MELT DESCRI PTION | COEFF | VALUE

__________________ o
- CH3 | 5.10 | 10. 20
- CH2- [ 11.27 | 383.18
- C(=0) NH | 225.00 | 450.00
Equati on Constant | | 122.50
MELTING PO NT in deg Kelvin | 945.48
MELTING PO NT in deg Kelvin | 623.00
MELTI NG PO NT in deg C | 349.84
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Conclusons The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Reidhility: 2
Remarks: Reliable with regtrictions, modd data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; MPBPWIN Program, Verson
1.41; PC-Computer software developed by EPA’ s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: July 6, 2004
Order Number for Sorting:

Remarks:
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2.2 BOILING POINT
Test Substance

| dentity:

Purity:

Remarks:

Method

Method/Guiddine followed:

GLP:
Year:
Remarks:

Results
Bailing point:
Decomposition:
Sublimation:
Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

Stearamide (CAS RN 124-26-5)
Not stated

Not stated

Not stated

Not stated

Standard reference book information; no experimenta
details provided.

250 - 251 °C a 12 mmHg
Not determined
Not determined

The boiling point was provided in areliable resource book.
The endpoint has been adequatdly characterized (American
Chemisiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).

2D
Rdiable with rettrictions; secondary literature source.

Weas, R. C,, (ed). 1979. CRC Handbook of Chemistry
and Physics, 60" Edition. CRC Press, Boca Raton, FL,
u.S

July 24, 2000
51
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2.2 BOILING POINT

Test Substance
| dentity: 9-Octadecenamide, (Z)- (CAS RN 301-02-0; Oleamide)
Purity: Not gpplicable
Method
Method/Guideline followed: EPIWIN (v 3.11) MPBPWIN Submodd (v 1.41) —
Estimated value was obtained using the adapted Stein and
Brown method.
GLP: Not applicable
Y ear: 2004
Remarks: The EPIWIN modd was run with the following physico-
chemicd property input vaues. mdting point of 76 °C.
Results
Bailing Point: 415°C
Pressure: 760 mm Hg
Decomposition: Not applicable
Remarks: Following are the results from the mode (boiling point

only):

MPBPW N (v1.41) Program Results:

Experi mental Database Structure Match: no data

SM LES : O=C( N) CCCCCCCC=Cccccecece

CHEM : 9-Cctadecenanide, (2)-

MOL FOR: C18 H35 N1 O1

MOL WI : 281.49

--------------------- SUMMARY MPBPW N v1.41 ------------------
Boiling Point: 414.63 deg C (Adapted Stein and Brown Mt hod)

------- T Ty
TYPE | NUM| BOL DESCRIPTION | COEFF | VALUE
------- T T T
Goup | 1 | CH3 | 21.98 | 21.98
Goup | 14 | CH2 [ 24.22 | 339.08
Goup | 2 | =CH | 27.95 | 55. 90
Goup| 1 | -C(=O NH2 | 230.39 | 230.39

* | | Equation Constant | | 198.18
RESULT-uncorr| BOLING PONT in deg Kelvin | 845.53
RESULT- corr | BOLING PONT in deg Kelvin | 687.79

| BOLING PONT in deg C | 414.63
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Conclusions The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdigbility: 2
Remarks. Reliable with redtrictions, mode data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Versgon 3.11; MPBPWIN Program, Version
1.41; PC-Computer software developed by EPA’ s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: June 25, 2004
Order Number for Sorting:

Remarks:
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2.2 BOILING POINT

Test Substance
| dentity: 13-Docosenamide, (Z)- (CAS RN 112-84-5; Erucamide)
Purity: Not gpplicable
Method
Method/Guideline followed: EPIWIN (v 3.11) MPBPWIN Submodd (v 1.41) —
Edtimated value was obtained using the adapted Stein and
Brown method.
GLP: Not applicable
Y ear: 2004
Remarks: The EPIWIN model was run without entering measured
physica chemica properties.
Results
Bailing Point: 461 °C
Pressure: 760 mm Hg
Decomposition: Not applicable
Remarks: Following are the resuts from the modd (boiling point

only):

MPBPW N (v1.41) Program Results:

Experi mental Database Structure Match: no data

SM LES : O=C( N) CCCCCCCCCCCC=Cccceecce
CHEM : 13-Docosenam de, (Z2)-

MOL FOR: C22 H43 N1 O1

MOL WI : 337.59

----------------------- SUMMARY MPBPW N v1.41 -------------------
Boiling Point: 461.05 deg C (Adapted Stein and Brown Mt hod)

------- T
TYPE | NUM| BOL DESCRIPTION | COEFF | VALUE
------- T Ty
Goup | 1 | -CH3 | 21.98 | 21.98
Goup | 18 | -CH2- | 24.22 | 435.96
Goup | 2 | =CH | 27.95 | 55.90
Goup | 1 | -C(=O NH2 | 230.39 | 230.39

* | | Equation Constant | | 198.18
RESULT-uncorr| BOLING PONT in deg Kelvin | 942.41
RESULT- corr | BOLING PONT in deg Kelvin | 734.21

| BOLING PONT in deg C | 461.05
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Conclusions The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Religbility: 2
Remarks. Reliable with redtrictions, mode data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; MPBPWIN Program, Version
1.41; PC-Computer software developed by EPA’ s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: June 25, 2004
Order Number for Sorting:

Remarks:
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2.2 BOILING POINT

Test Substance
| dentity: Dodecanamide, N-(2- hydroxyethyl)-
(CASRN 142-78-9)
Purity: Not applicable
Method
Method/Guideline followed: EPIWIN (v 3.11) MPBPWIN Submodd (v 1.41) —
Edtimated value was obtained using the adapted Stein and
Brown method.
GLP: Not applicable
Year: 2004
Remarks: The EPIWIN mode was run without entering measured
physical chemica properties.
Results
Bailing Point: 404 °C
Pressure: 760 mm Hg
Decomposition: Not applicable
Remarks: Following are the results from the mode (boiling point

only):

MPBPW N (v1.41) Program Results:

Experi mental Database Structure Match: no data

SM LES : O=C( NCCO CCccccceecec

CHEM : Dodecanam de, N-(2-hydroxyethyl)-

MOL FOR: Cl14 H29 N1 O2

MOL WI : 243.39

--------------------- SUMVARY MPBPWN v1.41 ------------mmmmmm--
Boiling Point: 404.49 deg C (Adapted Stein and Brown Method)

------- S e Ty
TYPE | NUM| BOL DESCRIPTION | COEFF | VALUE
------- T TN
Goup| 1 | -CH3 | 21.98 | 21.98
Goup | 12 | -CH2- [ 24.22 | 290.64
Goup| 1 | -OH (primary) | 88.46 | 88. 46
Goup| 1 | -C(=O N | 225.09 | 225.09

* | | Equation Constant | | 198.18
RESULT-uncorr| BOLING PONT in deg Kelvin | 824.35
RESULT- corr | BOLING PONT in deg Kelvin | 677.65

| BOLING PONT in deg C | 404.49
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Conclusions The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdigbility: 2
Remarks. Reliable with redtrictions, mode data.
References U.S. EPA (U.S. Environmenta Protection Agency). 2000.

EPI Suite, Verson 3.11; MPBPWIN Program, Version
1.41; PC-Computer software developed by EPA’ s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: July 6, 2004
Order Number for Sorting:

Remarks:



FND Amides— Appendix 1
September 16, 2004
Page 36 of 36

2.2 BOILING POINT

Test Substance
| dentity: Dodecanamide, N,N-bis(2- hydroxyethyl)-
(CASRN 120-40-1)
Purity: Not applicable
Method
Method/Guideline followed: EPIWIN (v 3.11) MPBPWIN Submodd (v 1.41) —
Estimated value was obtained using the adapted Stein and
Brown method.
GLP: Not applicable
Year: 2004
Remarks: The EPIWIN modd was run with the following physico-
chemical property input vaues. melting point of 38.7 °C.
Results
Bailing Point: 431°C
Pressure: 760 mm Hg
Decomposition: Not applicable
Remarks: Following are the results from the mode (boiling point

only):

MPBPW N (v1.41) Program Results:

Experi ment al Dat abase Structure Mtch:
Nanme : N, N-DI ( 2- HYDROXYETHYL) LAURAM DE
CAS Num : 000120-40-1
Exp BP (deg O):

SM LES : O=C( N( CCO) CCO) CCcccceecce

CHEM : Dodecanamni de, N, N-bi s(2-hydroxyethyl)-

MOL FOR: C16 H33 N1 O3

MOL WI' : 287.45

---------------------- SUMMARY MPBPW N v1.41 --------------------
Boiling Point: 430.64 deg C (Adapted Stein and Brown Mt hod)

------- S
TYPE | NUM| BOL DESCRIPTION | COEFF | VALUE
------- e
Goup | 1 | -CH3 [ 21.98 | 21.98
Goup | 14 | -CH2- [ 24.22 | 339.08
Goup | 2 | -OH (primary) | 88.46 | 176.92
Goup | 1 | -C(=ON< | 142.77 | 142.77

* | | Equation Constant | | 198.18
RESULT-uncorr| BOLING PONT in deg Kelvin | 878.93
RESULT- corr | BOLING PONT in deg Kelvin | 703.80

| BOLING PONT in deg C | 430.64
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Conclusons The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Reidhility: 2
Remarks: Reliable with regtrictions, modd data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; MPBPWIN Program, Verson
1.41; PC-Computer software developed by EPA’ s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: Jduly 6, 2004
Order Number for Sorting:

Remarks:
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2.2 BOILING POINT

Test Substance
| dentity:

Purity:

M ethod

Method/Guiddine followed:

GLP:
Year:
Remarks:

Results
Bailing Point:
Pressure:
Decomposition:
Remarks.

9-Octadecenamide, N,N-bis(2-hydroxyethyl)-, (2)- (CAS
RN 93-83-4; Oleamide, N,N-bis(2-hydroxyethyl)-)
Not applicable

EPIWIN (v 3.11) MPBPWIN Submodd (v 1.41) —
Edtimated value was obtained using the adapted Stein and
Brown method.

Not applicable

2004

The EPIWIN modd was run without entering measured
physica chemical properties.

504 °C

760 mm Hg

Not applicable

Following are the results from the mode (boiling point
only):

MPBPW N (v1.41) Program Results:

Dat abase Structure Match:

Experi ment al

no data

SM LES : 0O=C( N( CCO) CCO) CCCCCCCC=CCCCCCCCC

CHEM

MOL WI : 369.59

9- OCct adecenam de,
MOL FOR: C22 H43 N1 O3

N, N- bi s( 2- hydroxyethyl)-, (2)-

SUMVARY MPBPW N v1.41 --------cmmmmnnnn-
503. 83 deg C (Adapted Stein and Brown Method)

------- S e Ty
TYPE | NUM| BOL DESCRIPTION | COEFF | VALUE
------- T TN
Goup| 1 | -CH3 | 21.98 | 21.98
Goup | 18 | -CH2- [ 24.22 | 435.96
Goup | 2 | =CH | 27.95 | 55. 90
Goup | 2 | -OH (primary) | 88.46 | 176.92
Goup| 1 | -C(=ON< | 142.77 | 142.77

* | | Equation Constant | | 198.18
e ——t— e ————————————————— ey L ———————
RESULT-uncorr| BO LING PONT in deg Kelvin | 1031.71
RESULT- corr | BOLING PONT in deg Kelvin | 776.99

| BOLING PONT in deg C | 503.83
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Conclusions The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdigbility: 2
Remarks. Reliable with restrictions; model data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; MPBPWIN Program, Version
1.41; PC-Computer software developed by EPA’ s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: July 6, 2004
Order Number for Sorting:

Remarks:
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2.2 BOILING POINT

Test Substance
| dentity: Amides, C12-18, N,N-big(hydroxyethyl)
(CAS RN 68155-06-6)
Purity: Not applicable
Method
Method/Guideline followed: EPIWIN (v 3.11) MPBPWIN Submodd (v 1.41) —
Edtimated value was obtained using the adapted Stein and
Brown method.
GLP: Not applicable
Year: 2004
Remarks: The EPIWIN modd was run without entering measured
physical chemica properties.
Results
Bailing Point: 419°C
Pressure: 760 mm Hg
Decomposition: Not applicable
Remarks: Following are the results from the mode (boiling point

only):

MPBPW N (v1.41) Program Results:

Experi mental Database Structure Match: no data

SM LES : O=C( N( CCO) CCO) cccceeecce

CHEM : Anmides, C12-18, N, N-bis(hydroxyethyl)

MOL FOR: C15 H31 N1 O3

MOL WI : 273.42

--------------------- SUMVARY MPBPWN v1.41 ------------mmmmmm--

Boiling Point: 419.03 deg C (Adapted Stein and Brown Mt hod)

------- S e Ty
TYPE | NUM| BOL DESCRIPTION | COEFF | VALUE
------- S
Goup| 1 | -CH3 | 21.98 | 21.98
Goup | 13 | -CH2- | 24.22 | 314.86
Goup | 2 | -OH (primary) | 88.46 | 176.92
Goup| 1 | -C(=ON< | 142.77 | 142.77

* | | Equation Constant | | 198.18
e ey e e —_— o —p———— o ————
RESULT-uncorr| BO LING PONT in deg Kelvin | 854.71
RESULT- corr | BOLING PONT in deg Kelvin | 692.19

| BOLING PONT in deg C | 419.03
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Conclusions The endpoint has been adequeately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdigbility: 2
Remarks. Reliable with redtrictions, mode data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Version 3.11; MPBPWIN Program, Version
1.41; PC-Computer software developed by EPA’ s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: July 6, 2004
Order Number for Sorting:

Remarks:
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2.2 BOILING POINT

Test Substance
| dentity:

Purity:

Method

Method/Guiddine followed:

GLP:
Year:
Remarks:

Results
Bailing Point:
Pressure:
Decomposition:
Remarks.

MPBPW N (v1.41)

Dat abase Structure Match:

Experi ment al

SM LES :
CHEM
MOL FOR:

MOL WI : 593. 04

RESULT- uncorr

RESULT- corr

e e - - - oo - - +- -
TYPE | NUM |
e oo - - - 4o - - - +- -
G oup | 2 |
Goup | 34 |
Goup | 2 |
o I
:::::::::::::+::
I
I
I

Octadecanamide, N,N'-1,2-ethanediylbis-

(CAS RN 110-30-5; Octadecanamide, N,N'-ethylenebis)

Not applicable

Brown method.
Not applicable
2004

The EPIWIN modd was run without entering measured

physical chemica properties.

736 °C
760 mm Hg
Not applicable

Following are the results from the mode (boiling point

only):

Program Resul ts:

no data

O=C( NCCNC( =0) CCCCCCCCCCCCCCCCC) creeeceeecececece
Oct adecanam de,
C38 H76 N2 O2

N, N -1, 2- et hanedi yl bi s-

SUMVARY MPBPW N v1. 41

735.76 deg C (Adapted Stein and Brown Method)

__________________ e
BO L DESCRI PTION | COEFF | VALUE

__________________ o
- CH3 | 21.98 | 43. 96
- CH2- | 24.22 | 823.48
- C(=0) NH- | 225.09 | 450.18
Equati on Constant | | 198.18
BO LING PONT in deg Kelvin | 1515.80
BO LING PO NT in deg Kelvin | 1008.92
BO LING PONT in deg C | 735.76

EPIWIN (v 3.11) MPBPWIN Submodel (v 1.41) —
Edtimated value was obtained using the adapted Stein and
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Conclusions The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdigbility: 2
Remarks. Reliable with redtrictions, mode data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; MPBPWIN Program, Version
1.41; PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: July 6, 2004
Order Number for Sorting:

Remarks:
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2.4 \/APOR PRESSURE
Test Substance

| dentity:

Purity:

Method

Method/Guiddine followed:

GLP:
Year:
Remarks:

Results
Vapor Pressure:
Temperature:
Decomposition:
Remarks:

Octadecanamide (CAS RN 124-26-5; Stearamide)
Not gpplicable

EPIWIN (v 3.11) MPBPWIN Submodd (v 1.41) —
Estimated value was obtained using the Modified Grain
method.

Not applicable

2004

The EPIWIN model was run with the fallowing physico-
chemicd property input vaues: mdting point of 109 °C
and boiling point of 250 °C.

0.004 mmHg

25°C

Not applicable

Following are the results from the modd (vapor pressure
only):

MPBPW N (v1.41) Program Results:

Experi mental Database Structure Match: No Data

SM LES : O=C( N) CCCCCCCCCCCCCccccC

CHEM : Cct adecanani de
MOL FOR: C18 H37 N1 O1
MOL WI : 283.50

SUMVARY MPBPW N V1. 41 =--cncnnnnnanananannnn

Vapor Pressure Estimations (25 deg O):
(Using BP: 250.00 deg C (user entered))
(Using MP: 109.00 deg C (user entered))
VP: 0.00417 mm Hg (Antoine Mt hod)
VP: 0.00398 mnm Hg (Modified G ain Method)
VP: 0.00692 mm Hg (Mackay Met hod)

Sel ected VP:

Conclusions

Data Quality
Reliability:
Remarks:

0.00398 nm Hg (Modified G ain Method)

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2
Rdiable with redtrictions, modd data.
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References

Other Available Reports

Other
Last Changed:

Order Number for Sorting:

Remarks:

U.S. EPA (U.S. Environmenta Protection Agency). 2000.
EPI Suite, Verson 3.11; MPBPWIN Program, Version
1.41; PC-Computer software developed by EPA’ s Office of
Pollution Prevention Toxics and Syracuse Research
Corporation (SRC).

June 25, 2004
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2.4 VVAPOR PRESSURE

Test Substance
| dentity: 9-Octadecenamide, (Z)- (CAS RN 301-02-0; Oleamide)
Purity: Not gpplicable

Method

Method/Guiddine followed:

EPIWIN (v 3.11) MPBPWIN Submodel (v 1.41) —
Estimated value was obtained using the Modified Grain

method.

GLP: Not applicable

Y ear: 2004

Remarks: The EPIWIN modd was run with the following physico-
chemica property input vdues mdting point of 76 °C.

Results

Vapor Pressure: 1.2 E-6 mmHg

Temperature: 25°C

Decomposition: Not applicable

Remarks: Following are the results from the modd (vapor pressure
only):

MPBPW N (v1.41)

Program Resul ts:

Experi mental Database Structure Match: no data

SM LES : O=C( N) CCCCCCCC=Cccccecece

CHEM : 9-Cctadecenanide, (2)-

MOL FOR: C18 H35 N1 O1

MOL WI : 281.49

---------------------- SUMVARY MPBPW N v1. 41

Vapor Pressure Estimations (25 deg O):
(Using BP: 414.63 deg C (estimated))
(Using MP: 76.00 deg C (user entered))

VP: 1.9E-007 nm Hg (Antoi ne Met hod)
VP: 1.2E-006 nm Hg (Modified Gain Method)
VP: 2.37E-006 mm Hg (Mackay Met hod)
Selected VP: 1.2E-006 mm Hg (Modified Gain Method)
Conclusons The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdiahility: 2
Remarks: Rdiable with redtrictions; modd data.
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References

Other Available Reports

Other
Last Changed:

Order Number for Sorting:

Remarks:

U.S. EPA (U.S. Environmental Protection Agency). 2000.
EPI Suite, Verson 3.11; MPBPWIN Program, Version
1.41; PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research
Corporation (SRC).

June 25, 2004
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2.4 \/APOR PRESSURE
Test Substance

| dentity:

Purity:

Method

Method/Guideline followed:

GLP:
Year:
Remarks:

Results
Vapor Pressure;
Temperature:
Decomposition:
Remarks.

13-Docosenamide, (Z)- (CAS RN 112-84-5; Erucamide)
Not gpplicable

EPIWIN (v 3.11) MPBPWIN Submodel (v 1.41) —
Estimated value was obtained using the Modified Grain
method.

Not applicable

2004

The EPIWIN model was run without entering measured
physica chemica properties.

8.3 E-8 mmHg

25°C

Not applicable

Following are the results from the modd (vapor pressure
only):

MPBPW N (v1.41) Program Results:

Experi mental Database Structure Match: no data

SM LES : O=C( N) CCCCCCCCCCCC=Cccccecce
CHEM : 13-Docosenam de, (Z2)-

MOL FOR: C22 H43 N1 Q1
MOL WI : 337.59

SUMVARY MPBPW N V1. 41 ---ccnmmmmmaaanna-

Vapor Pressure Estimations (25 deg O):
(Using BP: 461.05 deg C (estinmated))
(Using MP: 77.50 deg C (exp database))
VP: 4.23E-009 nm Hg (Antoine Method)
VP: 8.28E-008 mm Hg (Modified Gain Method)
VP: 1.67E-007 mm Hg (Mackay Met hod)

Sel ect ed VP:

Conclusions

Data Quality
Rdiahility:
Remarks:

8.28E-008 nm Hg (Modified Grain Method)

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2
Rdiable with restrictions; modd data.
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Other Available Reports

Other
Last Changed:

Order Number for Sorting:

Remarks:

U.S. EPA (U.S. Environmenta Protection Agency). 2000.
EPI Suite, Verson 3.11; MPBPWIN Program, Version
1.41; PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research
Corporation (SRC).

June 25, 2004
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2.4 VAPOR PRESSURE

Test Substance
| dentity:

Purity:

Method

Method/Guiddine followed:

GLP:
Year:
Remarks:

Results
Vapor Pressure:
Temperature:
Decomposition:
Remarks:

MPBPW N (v1.41)

Dat abase Structure Match:

Experi ment al

SM LES :
CHEM

Dodecanamide, N-(2- hydroxyethyl)-
(CASRN 142-78-9)
Not applicable

EPIWIN (v 3.11) MPBPWIN Submodd (v 1.41) —
Edtimated value was obtained using the Modified Grain
method.

Not applicable

2004

The EPIWIN modd was run without entering measured
physical chemica properties.

6.6 E-9 mmHg

25°C

Not applicable

Following are the results from the modd (vapor pressure
only):

Program Resul ts:

no data

O=C( NCCQ) Ccceeeceecc
Dodecanani de,

N- (2- hydr oxyet hyl ) -

MOL FOR: Cl14 H29 N1 O2

MOL WI : 243.39

SUMVARY MPBPW N v1. 41

Vapor Pressure Estimations (25 deg O):
(Using BP: 404.49 deg C (estimated))
(Using MP: 154.12 deg C (estimated))

VP:
VP:
VP:
Sel ect ed VP:

Conclusions

Data Quality
Rdidhility:
Remarks:

9. 11E- 010 mm Hg (Antoi ne Met hod)
6.57E-009 mm Hg (Modified Gain Method)
7.02E-007 mm Hg (Mackay Met hod)

6. 57E-009 mm Hg (Modified Grain Method)

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2
Rdiable with redtrictions, modd data.
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2.4 VAPOR PRESSURE

Test Substance
| dentity:

Purity:

Method

Method/Guiddine followed:

GLP:
Year:
Remarks:

Results
Vapor Pressure:
Temperature:
Decomposition:
Remarks:

MPBPW N (v1.41)

Dat abase Structure Match:
NI
000120-40-1

Experi ment al
Nane
CAS Num

Dodecanamide, N,N-bis(2- hydroxyethyl)-
(CASRN 120-40-1)
Not applicable

EPIWIN (v 3.11) MPBPWIN Submodd (v 1.41) —
Edtimated vaue was obtained using the Modified Grain
method.

Not applicable

2004

The EPIWIN modd was run with the following physico-
chemical property input vaues. melting point of 38.7 °C.

6.7 E-9 mmHg

25°C

Not applicable

Following are the results from the modd (vapor pressure
only):

Program Resul ts:

N- DI ( 2- HYDROXYETHYL) LAURAM DE

Exp VP (rmm Hg):

SM LES :
CHEM
MOL FOR:

MOL WI : 287.45

O=C( N( CCO) CCQ) cceeeeececce
Dodecanami de,
Cl6 H33 N1 O3

N, N- bi s( 2- hydr oxyet hyl ) -

SUMVARY MPBPW N v1.41

Vapor Pressure Estimations (25 deg O):
(Using BP: 430.64 deg C (estimted))

(Using MP:. 38.
4, 29E- 010 mm Hg (Antoi ne Met hod)

6. 73E-009 mMmm Hg (Modified Grain Method)
2.26E-006 mm Hg (Mackay Met hod)

VP:
VP:
VP:
Sel ected VP:

Conclusons

70 deg C (user entered))

6. 73E-009 mMm Hg (Modified Grain Method)

The endpoint has been adequatdly characterized (American
Chemidiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).
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Data Quality
Rdidhility: 2
Remarks: Rdiable with redtrictions, model data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; MPBPWIN Program, Version
1.41; PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: July 6, 2004
Order Number for Sorting:

Remarks:
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2.4 VVAPOR PRESSURE

Test Substance
| dentity: 9-Octadecenamide, N,N-bis(2-hydroxyethyl)-, (2)-
(CAS RN 93-83-4, Oleamide, N,N-big(2- hydroxyethyl)-)
Purity: Not applicable
Method

Method/Guiddine followed:

EPIWIN (v 3.11) MPBPWIN Submodel (v 1.41) —
Edtimated vaue was obtained using the Modified Grain
method.

GLP: Not applicable
Year: 2004
Remarks: The EPIWIN modd was run without entering measured
physical chemica properties.
Results
Vapor Pressure: 5.9 E-13 mmHg
Temperature: 25°C
Decomposition: Not applicable
Remarks: Following are the results from the modd (vapor pressure

only):

MPBPW N (v1.41) Program Results:

Experi mental Database Structure Match: no data

SM LES : O=C( N( CCO) CCO CCCCCCCC=Cceeeeece
CHEM : 9-Cctadecenam de, N, N-bi s(2-hydroxyethyl)-, (2)-

MOL FOR: C22 H43 N1 OB
MOL WI : 369.59
---------------------- SUMVARY MPBPW N V1. 41 ====cz-cccaeaaaaannn

Vapor Pressure Estimations (25 deg O):
(Using BP: 503.83 deg C (estimted))
(Using MP: 203.51 deg C (estimated))
VP:  2.54E-015 mm Hg (Antoi ne Met hod)
VP: 5.88E-013 mm Hg (Modified Grain Method)
VP: 8E-010 mm Hg (Mackay Met hod)
Sel ected VP: 5.88E-013 nm Hg (Mdified Gain Method)

Conclusons The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdidbility: 2

Remarks: Rdiable with redtrictions, modd data.
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Other
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Order Number for Sorting:

Remarks:
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2.4 VAPOR PRESSURE

Test Substance
| dentity:

Purity:

Method

Method/Guiddine followed:

GLP:
Year:
Remarks:

Results
Vapor Pressure:
Temperature:
Decomposition:
Remarks:

MPBPW N (v1.41)

Dat abase Structure Match:

Experi ment al

SM LES :
CHEM

Amides, C12-18, N,N-big(hydroxyethyl)
(CAS RN 68155-06-6)
Not applicable

EPIWIN (v 3.11) MPBPWIN Submodd (v 1.41) —
Estimated val ue was obtained using the Modified Grain
method.

Not applicable

2004

The EPIWIN modd was run without entering measured
physical chemica properties.

1 E-09 mmHg

25°C

Not gpplicable

Following are the results from the modd (vapor pressure
only):

Program Resul ts:

no data

O=C( N( CCO) CCO) cceeeecece
: Anmi des,

C12-18, N, N-bi s(hydroxyethyl)

MOL FOR: C15 H31 N1 O3

MOL WI : 273.42

SUMVARY MPBPW N v1. 41

Vapor Pressure Estimations (25 deg O):
(Using BP: 419.03 deg C (estimated))
(Using MP: 153.67 deg C (estimated))

VP:
VP:
VP:
Sel ected VP:

Conclusions

Data Quality
Rdidbility:
Remarks:

8. 75E- 011 mm Hg (Antoi ne Met hod)
9.91E-010 mm Hg (Modified Gain Method)
3. 15E-007 mm Hg (Mackay Met hod)

9.91E-010 mm Hg (Modified Gain Method)

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2
Rdiable with redtrictions, modd data.
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Other Available Reports

Other
Last Changed:

Order Number for Sorting:

Remarks:

U.S. EPA (U.S. Environmenta Protection Agency). 2000.
EPI Suite, Version 3.11; MPBPWIN Program, Version
1.41; PC-Computer software developed by EPA’ s Office of
Pollution Prevention Toxics and Syracuse Research
Corporation (SRC).
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2.4 VVAPOR PRESSURE

Test Substance
| dentity:

Purity:

Method

Method/Guiddine followed:

GLP:
Year:
Remarks:

Results
Vapor Pressure:
Temperature:
Decomposition:
Remarks:

MPBPW N (v1.41)

Dat abase Structure Match:

Experi ment al

SM LES :
CHEM

Octadecanamide, N,N'-1,2-ethanediylbis-
(CAS RN 110-30-5; Octadecanamide, N,N'-ethylenebis)
Not applicable

EPIWIN (v 3.11) MPBPWIN Submodd (v 1.41) —
Edtimated value was obtained usng the Modified Grain
method.

Not applicable

2004

The EPIWIN modd was run without entering measured
physical chemica properties.

8 E-18 mmHg

25°C

Not applicable

Following are the results from the modd (vapor pressure
only):

Program Resul ts:

no data

O=C( NCCNC( =0) CCCCCCCCCCCCCCCCC) creeeceeecececece
: Oct adecanamni de,

N, N -1, 2- et hanedi yl bi s-

MOL FOR: C38 H76 N2 O2

MOL WI : 593. 04

SUMVARY MPBPW N v1. 41

Vapor Pressure Estimations (25 deg O):
(Using BP: 735.76 deg C (estimated))
(Using MP: 322.73 deg C (estimated))

VP:
VP:
VP:
Sel ected VP:

Conclusions

Data Quality
Rdidbility:
Remarks:

1. 33E-026 mm Hg (Antoi ne Method)
7.97E-018 mm Hg (Modified Gain Method)
4. 16E-017 mm Hg (Mackay Met hod)

7.97E-018 mm Hg (Modified Gain Method)

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2
Rdiable with redtrictions, modd data.
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Other Available Reports
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2.5 PARTITION COEFFICIENT

Test Substance
| dentity:
Purity:

Method
Method:
GLP:
Year:
Remarks.

Results
Log Kow:
Temperature °C:
Remarks:

Octadecanamide (CAS RN 124-26-5; Stearamide)
Not gpplicable

EPIWIN (v 3.11), KOWWIN Program (v 1.67)

Not applicable

2004

The EPIWIN mode was run with the following physco-
chemica property input values: melting point of 109 °C
and boiling point of 250 °C.

6.70
Not stated
Following are the results from the modd!:

KOMAY N Program (v1.67) Results:

Log Kow(version 1.67 estimate): 6.70

SM LES : O=C( N) CCCCCCCCCcCcccccece

CHEM . Oct adecanam de
MOL FOR: C18 H37 N1 O1
MOL WI : 283.50

------- T i T
TYPE | NUM | LOGKOW FRAGVENT DESCRIPTION | COEFF | VALUE
------- e
Frag | 1 | CH3 [ali phatic carbon] | 0.5473 | 0.5473
Frag | 16 | CH2 [ali phatic carbon] | 0.4911 | 7.8576
Frag | 1 | -NH2 [aliphatic attach] |-1.4148 | -1.4148
Frag | 1 | -C(=ON [aliphatic attach] | -0.5236 | -0.5236
Const | | Equation Constant | | 0.2290
------- T i T e
Log Kow = 6. 6955
Conclusions The endpoint has been adequately characterized (American
Chemisiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Reiability: 2
Remarks: Reliable with redtrictions; modd data.
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2.5 PARTITION COEFFICIENT

Test Substance
| dentity:
Purity:

Method
Method:
GLP:
Year:
Remarks.

Results
Log Kow:
Temperature °C:
Remarks.

9-Octadecenamide, (Z)- (CAS RN 301-02-0; Oleamide)
Not gpplicable

EPIWIN (v 3.11), KOWWIN Program (v 1.67)

Not applicable

2004

The EPIWIN modd was run with the following physico-
chemica property input values. melting point of 76 °C.

6.48
Not stated
Following are the results from the modd!:

KOWN' N Program (v1.67) Results:

Log Kow(version 1.67 estimate): 6.48

SM LES : O=C( N) CCCCCCCC=CCCccceee

CHEM . 9-Cct adecenam de

MOL FOR: C18 H35 N1 Q1
MOL WI @ 281. 49

------- e
TYPE | NUM | LOGKOW FRAGVENT DESCRI PTI ON | COEFF | VALUE
------- T T T T T S,
Frag | 1 | -CH3 [aliphatic carbon] | 0.5473 | 0.5473
Frag | 14 | -CH2- [aliphatic carbon] | 0.4911 | 6.8754
Frag | 2 | =CH or [ol efinc carbon] | 0.3836 | 0.7672
Frag | 1 | -NH2 [aliphatic attach] | -1.4148 | -1.4148
Frag | 1 | -C(=ON [aliphatic attach] | -0.5236 | -0.5236
Const | | Equation Constant | | 0.2290
------- e
Log Kow = 6. 4805
Conclusons The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdiahility: 2
Remarks: Reliable with regtrictions, modd data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; KOWWIN Program, Version
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Other Available Reports

Other
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1.67; PC-Computer software developed by EPA’ s Office of
Pollution Prevention Toxics and Syracuse Research
Corporation (SRC).
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2.5 PARTITION COEFFICIENT

Test Substance
| dentity:
Purity:

Method
Method:
GLP:
Year:
Remarks.

Results
Log Kow:
Temperature °C:
Remarks:

13-Docosenamide, (Z)- (CAS RN 112-84-5; Erucamide)
Not gpplicable

EPIWIN (v 3.11), KOWWIN Program (v 1.67)
Not applicable
2004

The EPIWIN modd was run without entering measured
physical chemicd properties.

8.44
Not stated
Following are the results from the modd!:

KOWAN' N Program (v1.67) Results:

Log Kow(version 1.67 estimate): 8.44

SM LES : O=C( N) CCCCCCCCCCCC=CCCcccceee

CHEM : 13- Docosenam de

MOL FOR: C22 H43 N1 Q1
MOL WI : 337.59

------- T T
TYPE | NUM | LOGKOW FRAGVENT DESCRI PTI ON | COEFF | VALUE
------- T T LT g
Frag | 1 | -CH3 [al i phatic carbon] | 0.5473 | 0.5473
Frag | 18 | -CH2- [aliphatic carbon] | 0.4911 | 8.8398
Frag | 2 | =CH or =C< [olefinc carbon] | 0.3836 | 0.7672
Frag | 1 | -NH2 [aliphatic attach] | -1.4148 | -1.4148
Frag | 1 | -C(=ON [aliphatic attach] | -0.5236 | -0.5236
Const | | Equation Constant | | 0.2290
------- T T
Log Kow = 8. 4449
Conclusons The endpoint has been adequately characterized (American
Chemidiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdiahility: 2
Remarks: Rdiable with redrictions, model data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; KOWWIN Program, Version
1.67; PC-Computer software developed by EPA’s Office of
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Order Number for Sorting:

Remarks:
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Corporation (SRC).
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2.5 PARTITION COEFFICIENT

Test Substance
| dentity:

Purity:

M ethod
Method:
GLP:
Year:
Remarks.

Results
Log Kow:
Temperature °C:
Remarks.

Dodecanamide, N-(2- hydroxyethyl)-
(CASRN 142-78-9)
Not applicable

EPIWIN (v 3.11), KOWWIN Program (v 1.67)

Not applicable

2004

The EPIWIN model was run without entering measured
physical chemicd properties.

3.24
Not stated
Following are the results from the modd:

KOWN' N Program (v1.67) Results:

Log Kow(version 1.67 estimate): 3.24

SM LES : O=C( NCCO) CCccceeccee
N- (2- hydr oxyet hyl ) -

CHEM . Dodecanani de,
MOL FOR: Cl14 H29 N1 O2
MOL WI' : 243. 39

------- Ty
TYPE | NUM | LOGKOW FRAGVENT DESCRI PTI ON | COEFF | VALUE
------- e T T T S
Frag | 1 | -CH3 [aliphatic carbon] | 0.5473 | 0.5473
Frag | 12 | -CH2- [aliphatic carbon] | 0.4911 | 5.8932
Frag | 1 | -OH [ hydroxy, aliphatic attach] |-1.4086 | -1.4086
Frag | 1 | -NH [aliphatic attach] |-1.4962 | -1.4962
Frag | 1 | -C(=ON [aliphatic attach] | -0.5236 | -0.5236
Const | | Equation Constant | | 0.2290
------- Ty
Log Kow = 3.2411
Conclusions The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Reliability: 2
Remarks: Rdiable with redrictions, model data.
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2.5 PARTITION COEFFICIENT

Test Substance
| dentity:

Purity:

M ethod
Method:
GLP:
Year:
Remarks.

Results
Log Kow:
Temperature °C:
Remarks:

Dodecanamide, N,N-bis(2- hydroxyethyl)-
(CASRN 120-40-1)
Not applicable

EPIWIN (v 3.11), KOWWIN Program (v 1.67)

Not applicable

2004

The EPIWIN mode was run with the following physico-
chemica property input vaues. meting point of 38.7 °C.

2.89
Not stated
Following are the results from the modd:

KOMAY N Program (v1.67) Results:

Log Kow(version 1.67 estimate): 2.89

SM LES : O=C( N( CCO) CCO) CCCCCCCCCCC

CHEM . Dodecanani de,
MOL FOR: Cl16 H33 N1 O3
MOL WI : 287.45

N, N- bi s(2- hydr oxyet hyl ) -

------- T T T
TYPE | NUM | LOGKOW FRAGVENT DESCRI PTI ON | CCEFF | VALUE
------- Ty
Frag | 1 | -CH3 [ali phatic carbon] | 0.5473 | 0.5473
Frag | 14 | -CH2- [al i phatic carbon] | 0.4911 | 6.8754
Frag | 2 | -OH [ hydroxy, aliphatic attach] |-1.4086 | -2.8172
Frag | 1 | -N< [aliphatic attach] |-1.8323 | -1.8323
Frag | 1 | -C(=ON [aliphatic attach] | -0.5236 | -0.5236
Factor| 1 | Milti-alcohol correction | 0.4064 | 0.4064
Const | | Equation Constant | | 0.2290
------- T T Y TS

Log Kow = 2. 8850
Conclusons The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdiability: 2
Remarks: Reliable with regtrictions, modd data.
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2.5 PARTITION COEFFICIENT

Test Substance
| dentity:

Purity:

M ethod
Method:
GLP:
Year:
Remarks.

Results
Log Kow:
Temperature °C:
Remarks.

9-Octadecenamide, N,N-bis(2-hydroxyethyl)-, (2)- (CAS
RN 93-83-4, Oleamide, N,N-hbis(2-hydroxyethyl)-)
Not applicable

EPIWIN (v 3.11), KOWWIN Program (v 1.67)

Not applicable

2004

The EPIWIN model was run without entering measured
physica chemicd properties.

5.62
Not stated
Following are the results from the modd!:

KOWN' N Program (v1.67) Results:

Log Kow(version 1.67 estimate): 5.62

SM LES : 0O=C( N( CCO) CCO) CCCCCCCC=CCCCCCCCC

CHEM . 9-Cct adecenam de

MOL FOR: C22 H43 N1 O3
MOL WI' : 369.59

N, N- bi s(2- hydroxyethyl)-, (2)-

------- Ty
TYPE | NUM | LOGKOW FRAGVENT DESCRI PTI ON | COEFF | VALUE
------- e T T T S
Frag | 1 | -CH3 [aliphatic carbon] | 0.5473 | 0.5473
Frag | 18 | -CH2- [aliphatic carbon] | 0.4911 | 8.8398
Frag | 2 | =CH or =C< [olefinc carbon] | 0.3836 | 0.7672
Frag | 2 | -OH [ hydroxy, aliphatic attach] |-1.4086 | -2.8172
Frag | 1 | -N< [aliphatic attach] |-1.8323 | -1.8323
Frag | 1 | -C(=ON [aliphatic attach] | -0.5236 | -0.5236
Factor| 1 | Milti-alcohol correction | 0.4064 | 0.4064
Const | | Equation Constant | | 0.2290
------- e T T T S
Log Kow = 5.6166
Conclusons The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdianility: 2
Remarks: Religble with restrictions, model data.
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2.5 PARTITION COEFFICIENT

Test Substance
| dentity:

Purity:

M ethod
Method:
GLP:
Year:
Remarks.

Results
Log Kow:
Temperature °C:
Remarks.

Amides, C12-18, N,N-big(hydroxyethyl)
(CAS RN 68155-06-6)
Not applicable

EPIWIN (v 3.11), KOWWIN Program (v 1.67)

Not applicable

2004

The EPIWIN model was run without entering measured
physical chemicd properties.

2.39
Not stated
Following are the results from the modd!:

KOWN' N Program (v1.67) Results:

Log Kow(version 1.67 estimate): 2.39

SM LES : O=C( N( CCO) CCO) cccceeecece
CHEM : Anmides, Cl12-18, N, N-bis(hydroxyethyl)

MOL FOR: C15 H31 N1 O3
MOL WI' @ 273.42

------- Ty
TYPE | NUM | LOGKOW FRAGVENT DESCRI PTI ON | COEFF | VALUE
------- e T T T S
Frag | 1 | -CH3 [aliphatic carbon] | 0.5473 | 0.5473
Frag | 13 | -CH2- [aliphatic carbon] | 0.4911 | 6.3843
Frag | 2 | -OH [ hydroxy, aliphatic attach] |[-1.4086 | -2.8172
Frag | 1 | -N< [aliphatic attach] |-1.8323 | -1.8323
Frag | 1 | -C(=ON [aliphatic attach] | -0.5236 | -0.5236
Factor| 1 | Milti-alcohol correction | 0.4064 | 0.4064
Const | | Equation Constant | | 0.2290
------- T T T T Sy
Log Kow = 2.3939
Conclusons The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Religbility: 2
Remarks: Reliable with regtrictions; modedl data
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2.5 PARTITION COEFFICIENT

Test Substance
| dentity:

Purity:

M ethod
Method:
GLP:
Year:
Remarks.

Results
Log Kow:
Temperature °C:
Remarks.

Octadecanamide, N,N'-1,2-ethanediylbis-
(CAS RN 110-30-5; Octadecanamide, N,N'-ethylenebis)
Not applicable

EPIWIN (v 3.11), KOWWIN Program (v 1.67)

Not applicable

2004

The EPIWIN model was run without entering measured
physical chemicd properties.

13.98
Not stated
Following are the results from the modd!:

KOWN' N Program (v1.67) Results:

Log Kow(version 1.67 estimate): 13.98

SM LES : O=C( NCCNC( =0) CCCCCCCCCCCCCCCCC) Cceceeeeceeeceeece

CHEM . Oct adecanam de,

MOL FOR: C38 H76 N2 O2
MOL WI : 593. 04

N, N -1, 2- et hanedi yl bi s-

------- T T
TYPE | NUM | LOGKOW FRAGMENT DESCRI PTION | COEFF | VALUE
------- e T T T i S
Frag | 2 | -CH3 [aliphatic carbon] | 0.5473 | 1.0946
Frag | 34 | -CH2- [aliphatic carbon] | 0.4911 | 16.6974
Frag | 2 | -NH [aliphatic attach] | -1.4962 | -2.9924
Frag | 2 | -C(=ON [aliphatic attach] | -0.5236 | -1.0472
Const | | Equation Constant | | 0.2290
------- T T T T

Log Kow = 13.9814

Conclusions

Data Quality
Rdidhility:
Remarks:

Refer ences

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2
Rdiable with redtrictions; modd data.

U.S. EPA (U.S. Environmentd Protection Agency). 2000.
EPI Suite, Verson 3.11; KOWWIN Program, Version
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Other Available Reports

Other
Last Changed:

Order Number for Sorting:

Remarks:

1.67; PC-Computer software developed by EPA’ s Office of
Pollution Prevention Toxics and Syracuse Research
Corporation (SRC).

July 6, 2004
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2.6 WATER SOLUBILITY
Test Substance
| dentity:

Purity:
Remarks:

Method

Method/Guiddline followed:

GLP:
Y ear:
Remarks:

Results
Water Solubility:
Decomposition:
Sublimation:
Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

Stearamide (CAS RN 124-26-5)
Not stated

Not stated

Not stated

Not stated

Standard reference book information; no experimenta
details provided.

Insoluble in water
Not determined
Not determined

Water solubility was provided in areliable resource book.
The endpoint has been adequately characterized (American
Chemigtry Council Faity Nitrogen Derivatives Pand,
Amides Task Group).

2D
Rdiable with redtrictions; secondary literature source.

Wesst, R. C., (ed). 1979. CRC Handbook of Chemistry
and Physics, 60" Edition. CRC Press, Boca Raton, FL,
uU. S

August 1, 2000
51
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2.6 WATER SOLUBILITY
Test Substance
| dentity:

Purity:
Remarks:

Method

Method/Guiddine followed:

GLP:
Y ear:
Remarks:

Results
Water Solubility:
Decomposition:
Sublimation:
Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

Oleamide (CAS RN 301-02-0)
Not stated

Not stated

Not stated

Not stated

Standard reference book information; no experimenta
details provided.

Insoluble in water
Not determined
Not determined

Water solubility was provided in areliable resource book.
The endpoint has been adequately characterized (American
Chemigtry Council Faity Nitrogen Derivatives Pand,
Amides Task Group).

2D
Rdiable with redtrictions; secondary literature source.

Weadt, R. C. and M. J. Adtle, (eds). 1980. CRC Handbook
of Chemistry and Physics, 60" Edition. CRC Press, Boca
Raton, FL, U. S.

August 1, 2000
74
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2.6 WATER SOLUBILITY
Test Substance

| dentity:

Purity:

Method

Method/Guiddine followed:

GLP;
Year:
Remarks:

Results
Solubility:
Temperature:

pH vaue and concentration:

pKavaue at 25°C:
Remarks:

13-Docosenamide, (Z)- (CAS RN 112-84-5; Erucamide)
Not gpplicable

EPIWIN (v 3.11), WSKOWWIN Program (v 1.41)
Not applicable

2004

The EPIWIN modd was run without entering measured
physical chemicd properties.

0.0005 mg/L

25°C

Not stated

Not stated

Following are the results from the modd!:

Water Sol from Kow (WBKOW v1.41) Results:

Wat er Sol :

0. 0004516 ng/L

SM LES : O=C( N) CCCCCCCCCCCcC=Cccececce
CHEM : 13-Docosenam de, (Z2)-

MOL FOR C22 H43 N1 O1
MOL WI : 337.59

Log Kow (estimated)
Log Kow (experinental):

WBKOW v1.41 Results -------------------

8.44
not avail abl e from dat abase

Log Kow used by Water solubility estimates: 8.44

Equation Used to Make Water Sol estimate:

Log S (mol /L)

= 0.796 - 0.854 log Kow - 0.00728 MW + Correction

(used when Melting Point NOT avail abl e)

Correction(s):

No Applicable Correction Factors

Log Water Solubility

(in noles/L) : -8.874

Water Solubility at 25 deg C (ng/L): 0.0004516

Conclusions

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
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Data Quality
Rdidhility: 2
Remarks: Rdiable with redtrictions, model data.
References U.S. EPA (U.S. Environmenta Protection Agency). 2000.

EPI Suite, Version 3.11; WSKOWWIN Program, Version
1.41; PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: June 25, 2004
Order Number for Sorting:

Remarks:
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2.6 WATER SOLUBILITY

Test Substance
| dentity:

Purity:

Method

Method/Guiddine followed:

GLP:
Y ear:
Remarks:

Results
Solubility:
Temperature:

pH vaue and concentration:

pKavaueat 25°C:
Remarks

Dodecanamide, N-(2- hydroxyethyl)-
(CASRN 142-78-9)
Not applicable

EPIWIN (v 3.11), WSKOWWIN Program (v 1.41)
Not applicable

2004

The EPIWIN model was run without entering measured
physical chemicd properties.

439 mg/L

25°C

Not stated

Not stated

Following are the results from the modd!:

Water Sol from Kow (WBKOW v1. 41) Results:

Wat er Sol :

243. 39

43.9 ng/L

O=C( NCCQ) ccceeececce
CHEM : Dodecanani de,
MOL FOR: Cl4 H29 N1 O2

N- (2- hydr oxyet hyl ) -

--------------- WBKOW v1. 41 Results -------------

Log Kow (estinmated)

Log Kow (experinental):

3.24
not avail abl e from dat abase

Log Kow used by Water solubility estimtes: 3.24

Equation Used to Make Water Sol estimate:

Log S (mol/L) = 0.796 -

0.854 |l og Kow - 0.00728 MWV + Correction

(used when Melting Point NOT avail abl e)

Correction(s):

No Applicable Correction Factors

Log Water Solubility

(in noles/L) -3.744

Water Solubility at 25 deg C (ng/L): 43.9
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Conclusions The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdigbility: 2
Remarks. Reliable with restrictions, modd data
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Version 3.11; WSKOWWIN Program, Version
1.41; PC-Computer software developed by EPA’ s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: July 6, 2004
Order Number for Sorting:

Remarks:
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2.6 WATER SOLUBILITY

Test Substance
| dentity:

Purity:
Remarks:

Method

Method/Guiddine followed:

GLP:
Year:
Remarks:

Results
Water Solubility:
Decomposition:
Sublimation:
Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

Standamid LDO (CAS RN 120-40-1; Dodecanamide, N,N-

biS(2- hydroxyethyl)-)
Not stated

Not stated

Not stated

Not stated

Standard reference book information; no experimenta
details provided.

Insolublein water.
Not determined
Not determined

Water solubility was provided in areliable resource book.
The endpoint has been adequatdly characterized (American
Chemisiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).

2D
Rdiable with rettrictions; secondary literature source.

Ash, M. and |. Ash. Encyclopedia of Surfactants. Volume
V. p. 397. Chemica Publishing Co., New York, NY.

duly 2, 2001
4
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2.6 WATER SOLUBILITY

Test Substance
| dentity: 9-Octadecenamide, N,N-bis(2-hydroxyethyl)-, (2)- (CAS
RN 93-83-4, Oleamide, N,N-bis(2-hydroxyethyl)-)
Purity: Not applicable
Method
Method/Guiddine followed: EPIWIN (v 3.11), WSKOWWIN Program (v 1.41)
GLP: Not applicable
Year: 2004
Remarks: The EPIWIN modd was run without entering measured
physical chemicd properties.
Results
Solubility: 0.08 mg/L
Temperature: 25°C
pH vaue and concentration: Not stated
pKavadue at 25°C: Not stated
Remarks: Following are the results from the modd!:

Water Sol from Kow (WBKOW v1. 41) Results:

Water Sol: 0.07525 ng/L

SM LES : O=C( N( CCO) CCO) CCCCCCcc=Ccceeeeece

CHEM : 9-COctadecenam de, N, N-bis(2-hydroxyethyl)-, (2)-

MOL FOR: C22 H43 N1 O3

MOL WI : 369.59

-------------------------- WEKOW v1.41 Results ---------ommmmomm oo
Log Kow (estimated) : 5.62

Log Kow (experinental): not avail able from database

Log Kow used by Water solubility estimtes: 5.62

Equati on Used to Make Water Sol estinmate:
Log S (nmol/L) = 0.796 - 0.854 |log Kow - 0.00728 MW + Correction
(used when Melting Point NOT avail abl e)

Correction(s): Val ue

No Applicable Correction Factors

Log Water Solubility (in noles/L) : -6.691
Water Solubility at 25 deg C (ng/L): 0.07525

Conclusons The endpoint has been adequatdly characterized (American
Chemistry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
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Data Quality
Rdidhility: 2
Remarks. Rdiable with redtrictions, mode data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; WSKOWWIN Program, Version
1.41; PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: Jduly 6, 2004
Order Number for Sorting:

Remarks:
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2.6 WATER SOLUBILITY

Test Substance
| dentity:

Purity:

Method

Method/Guiddine followed:

GLP:
Y ear:
Remarks:

Results
Solubility:
Temperature:

pH vaue and concentration:

pKavaueat 25°C:
Remarks

Amides, C12-18, N,N-big(hydroxyethyl)
(CAS RN 68155-06-6)
Not applicable

EPIWIN (v 3.11), WSKOWWIN Program (v 1.41)
Not applicable

2004

The EPIWIN mode was run without entering measured
physical chemicd properties.

158 mg/L
25°C
Not stated

Not stated
Following are the results from the modd!:

Water Sol from Kow (WBKOW v1. 41) Results:

Wat er Sol :

157.7 ny/L

SM LES : O=C( N( CCO) CCO) cccceeecce
CHEM : Anmides, Cl12-18, N, N-bis(hydroxyethyl)

MOL FOR: C15 H31 N1 O3

MOL WI' : 273.42

Log Kow (estinmated)
Log Kow (experinental):

WBKOW v1.41 Results --------m-mmommmooo

2.39
not avail abl e from dat abase

Log Kow used by Water solubility estimtes: 2.39

Equation Used to Make Water Sol estimate:

Log S (mol /L) =

- 0.854 log Kow - 0.00728 MW + Correction

(used when Melting Point NOT avail abl e)

Correction(s):

No Applicable Correction Factors

Log Water Solubility

(in noles/L) : -3.239

Water Solubility at 25 deg C (ng/L): 157.7

Conclusions

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
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Data Quality
Rdidhility: 2
Remarks: Rdiable with redtrictions, model data.
References U.S. EPA (U.S. Environmenta Protection Agency). 2000.

EPI Suite, Version 3.11; WSKOWWIN Program, Version
1.41; PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: Jduly 6, 2004
Order Number for Sorting:

Remarks:
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2.6 WATER SOLUBILITY

Test Substance
| dentity:

Purity:

M ethod
M ethod/Guiddine followed:
GLP:
Year:
Remarks:

Results
Solubility:
Temperature:
pH vaue and concentration:
pKavaueat 25°C:
Remarks.

Octadecanamide, N,N'-1,2-ethanediylbis-
(CAS RN 110-30-5; Octadecanamide, N,N'-ethylenebis)
Not applicable

EPIWIN (v 3.11), WSKOWWIN Program (v 1.41)
Not applicable

2004

The EPIWIN model was run without entering measured
physical chemicd properties.

2.0 E-10 mg/L
25°C
Not stated

Not stated
Following are the results from the modd!:

Water Sol from Kow (WBKOW v1. 41) Results:

Wat er Sol

2.049e-010 ny/L

SM LES : O=C( NCCNC( =0) CCCCCCCCCCCCCCCCC) Ccceeeeeeeceeeeece

CHEM . Oct adecanam de
MOL FOR: C38 H76 N2 O2

MOL WI : 593. 04

Log Kow (estinmated)
Log Kow (experinental):

N, N -1, 2- et hanedi yl bi s-

WBKOW v1.41 Results --------m-mmommmooo

13. 98
not avail abl e from dat abase

Log Kow used by Water solubility estimtes: 13.98

Equation Used to Make Water Sol estimate:

Log S (mol /L) =

- 0.854 log Kow - 0.00728 MW + Correction

(used when Melting Point NOT avail abl e)

Correction(s):

No Applicable Correction Factors

Log Water Solubility

(in noles/L) : -15.461

Water Solubility at 25 deg C (mg/L): 2.049e-010

Conclusions

The endpoint has been adequately characterized (American
Chemistry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
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Data Quality
Rdidhility: 2
Remarks. Rdiable with redtrictions, mode data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; WSKOWWIN Program, Version
1.41; PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: Jduly 6, 2004
Order Number for Sorting:

Remarks:
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3.1.1 PHOTODEGRADATION

Test Substance
| dentity:
Purity:

Method
Method/guiddline followed:
Type:
GLP:
Year:
Remarks.

Results
Concentration of substance:
Temperature (°C):
Direct photolyss
Indirect photolysis:
Breakdown products:
Remarks:

Octadecanamide (CAS RN 124-26-5; Stearamide)
Not gpplicable

EPIWIN (v 3.11), AOPWIN Program (v 1.91)

Not applicable

Not applicable

2004

The EPIWIN model was run with the following physico-
chemica property input vaues. melting point of 109 °C
and bailing point of 250 °C.

Not applicable

Not stated

Not stated

Not stated

Not applicable

Overdl OH Rate Constant:

(Kphot) = 27 E-12 cm/molecule- sec;
Hdf life ty, = 4.7 hrs

Following are the results from the modd!:

AOP Program (v1.91) Results:

SM LES : O=C( N) CCCCCccccceeeeceeee

CHEM . Oct adecanam de
MOL FOR: C18 H37 N1 O1

MOL WI : 283.50

------------ SUMMARY (AOP v1.91): HYDROXYL RADICALS ------------

Hydr ogen Abstraction = 25.0277 E-12 cnB/ nol ecul e-sec

Reaction with N, S and -COH = 2.0000 E-12 cnB/nol ecul e-sec

Addition to Triple Bonds = 0. 0000 E-12 cnB/nol ecul e-sec

Addition to O efinic Bonds = 0. 0000 E-12 cnB/nol ecul e-sec

Addition to Aromatic Rings = 0. 0000 E-12 cnB/nol ecul e-sec

Addition to Fused Rings = 0. 0000 E-12 cnB/ ol ecul e-sec
OVERALL OH Rate Constant = 27.0277 E-12 cnB/ nol ecul e-sec
HALF- LI FE = 0. 396 Days (12-hr day; 1.5E6 OH cnB)
HALF- LI FE = 4.749 Hrs

------------ SUMVARY (AOP v1.91): OZONE REACTI ON =========zzzz--

*kkkkkx

NO OZONE REACTI ON ESTI MATI ON ******

(ONLY O efins and Acetyl enes are Esti mat ed)
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Experi ment al Dat abase:

Conclusions

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other
Last changed:
Order number for sorting:
Remarks:

NO Structure Matches

The endpoint has been adequately characterized (American
Chemistry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2
Rdiable with redtrictions, modd data

U.S. EPA (U.S. Environmental Protection Agency). 2000.
EPI Suite, Verson 3.11; AOPWIN Program, Version 1.91,
PC-Computer software developed by EPA’ s Office of
Pollution Prevention Toxics and Syracuse Research
Corporation (SRC).

June 25, 2004
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3.1.1 PHOTODEGRADATION

Test Substance
| dentity:
Purity:

M ethod
Method/guiddline followed:

Type:
GLP:
Y ear:
Remarks:

Results

Concentration of substance:

Temperature (°C):
Direct photolyss
Indirect photolysis:
Breakdown products:
Remarks:

AOP Program (v1.91) Results:

9-Octadecenamide, (Z)- (CAS RN 301-02-0; Oleamide)

Not gpplicable

EPIWIN (v 3.11), AOPWIN Program (v 1.91)
Not applicable

Not applicable

2004

The EPIWIN mode was run with the following physico-

chemica property input vaues mdting point of 76 °C.

Not applicable
Not stated
Not stated
Not stated
Not applicable
Overall OH Rate Congtant:

(Kphot) = 80 E-12 cmP/molecule-sec [Cis-isomer]
(Kphot) = 88 E-12 cm/molecule-sec [ Trans-isomer]
Haf-life

ty2 [Cis-isomer]
tyo [Trans-isomer]

=16hrs
=15hrs

Following are the results from the modd!:

SM LES O=C( N) CCccceee=cceeccceccece
CHEM 9- Oct adecenam de,

MOL FOR: C18 H35 N1 O1

MOL WI 281. 49

Hydrogen Abstraction

Reaction with N, S and - OH

Addition to Triple Bonds

Addition to O efinic Bonds
Addition to A efinic Bonds
Addition to Aromatic Ri ngs

Addition to Fused Ri ngs

OVERALL OH Rat e Const ant
OVERALL OH Rat e Const ant
1.603 Hrs (12-hr day;
1.464 Hrs (12-hr day;
SUMVARY (AOCP v1.91):

HALF- LI FE =
HALF- LI FE =

SUMMARY (ACP v1.91):

HYDROXYL RADI CALS - =------------

21. 6732 E-12 cnB/ nol ecul e-sec

2.0000 E-12 cnB/nol ecul e-sec

0. 0000 E-12 cnB/ ol ecul e-sec
56. 4000 E-12 cnB/ mol ecul e-sec [Ci s-isoner]
64. 0000 E-12 cnB/ nol ecul e-sec [Trans-i soner]
0. 0000 E-12 cnB/nol ecul e-sec

0. 0000 E-12 cnB/nol ecul e-sec

80.0732 E-12 cnB/ nol ecul e-sec [Cis-isoner]
87.6732 E-12 cnB/ nmol ecul e-sec [ Trans-i soner]

1.5E6 OH/ cnB) [Cis-isomner]
1.5E6 OH/ cnmB) [Trans-isomer]
OZONE REACTION =-------ccccoomnn
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OVERALL OZONE Rat e Const ant
OVERALL OZONE Rat e Const ant

HALF- LI FE
HALF- LI FE

= 13.000000 E-17 cnB/nol ecul e-sec [Cis-]
= 20.000000 E-17 cnB/nol ecul e-sec [ Trans-]

2.116 Hrs (at 7E11 mol/cnB) [Cis-isoner]
1.375 Hrs (at 7E11 nol/cnB) [Trans-isoner]

NOTE: Reaction with Nitrate Radicals May Be | nportant!

Experi ment al Dat abase:

Conclusions

Data Quality
Rdiability (Klimisch):
Remarks:

Refer ences

Other
Last changed:

Order number for sorting:

Remarks:

NO Structure NMatches

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2
Rdiable with regtrictions, modd data

U.S. EPA (U.S. Environmental Protection Agency). 2000.
EPI Suite, Verson 3.11; AOPWIN Program, Version 1.91;
PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research
Corporation (SRC).

June 25, 2004
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3.1.1 PHOTODEGRADATION

Test Substance
| dentity: 13-Docosenamide, (Z)- (CAS RN 112-84-5; Erucamide)
Purity: Not applicable
Method
Method/guiddline followed: EPIWIN (v 3.11), AOPWIN Program (v 1.91)
Type: Not applicable
GLP: Not applicable
Year: 2004
Remarks: The EPIWIN modd was run without entering measured
physical chemicd properties.
Results
Concentration of substance: Not applicable
Temperature (°C): Not stated
Direct photolyss Not stated
Indirect photolysis: Not stated
Breakdown products: Not applicable
Remarks: Overall OH Rate Congtant:

(Kphot) = 86 E-12 cmP/molecule-sec [Cis-isomer]
(Kphot) = 93 E-12 cm/molecule-sec [ Trans-isomer]
Hdf-life

ty2 [Cis-isomer] = 1.5 hrs

ty, [Trans-isomer] = 1.4 hrs

Following are the results from the modd!:

AOP Program (v1.91) Results:

CHEM : 13-Docosenam de, (Z2)-

MOL FOR: C22 H43 N1 O1

MOL WI : 337.59

--------------- SUMMARY (ACP v1.91): HYDROXYL RADI CALS ----------------

Hydrogen Abstraction = 27.3254 E-12 cnB/ nol ecul e-sec
Reaction with N, S and -OH = 2.0000 E-12 cnB/ ol ecul e-sec
Addition to Triple Bonds = 0. 0000 E-12 cnB/ ol ecul e-sec
Addition to Oefinic Bonds = 56.4000 E-12 cnB/ nol ecul e-sec [Ci s-isoner]
Addition to Oefinic Bonds = 64.0000 E-12 cnB/ nol ecul e-sec [ Trans-i soner]
Addition to Aromatic Rings = 0. 0000 E-12 cnB/nol ecul e-sec
Addition to Fused Ri ngs = 0. 0000 E-12 cnB/nol ecul e-sec
OVERALL OH Rate Constant = 85.7254 E-12 cnB/nol ecul e-sec [Cis-isoner]
OVERALL OH Rate Constant = 93.3254 E-12 cnB/nol ecul e-sec [Trans-i soner]
HALF- LI FE = 1.497 Hrs (12-hr day; 1.5E6 OH/ cnB) [Cis-isoner]
HALF- LI FE = 1.375 Hs (12-hr day; 1.5E6 OH cnB) [ Trans-isoner]

---------------- SUMVARY (AOP v1.91): OZONE REACTI ON =--=====zzzzzzznnn-
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OVERALL OZONE Rat e Const ant
OVERALL OZONE Rat e Const ant
HALF- LI FE 2.116 Hrs (at
HALF- LI FE 1.375 Hrs (at

13. 000000 E-17 cnB/ nol ecul e-sec [Cis-]
20. 000000 E-17 cnB/ ol ecul e-sec [ Trans-]
7E11 nol/cnmB) [Cis-isoner]

7E11 nol/cnB) [Trans-isoner]

NOTE: Reaction with Nitrate Radicals May Be | nportant!

Experi mental Dat abase: NO Structure Matches

Conclusions

Data Quality
Reiability (Klimisch):
Remarks:

References

Other
Lagt changed:
Order number for sorting:
Remarks:

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2
Rdiable with regtrictions; modd data

U.S. EPA (U.S. Environmental Protection Agency). 2000.
EPI Suite, Verson 3.11; AOPWIN Program, Version 1.91;
PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research
Corporation (SRC).

June 25, 2004
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3.1.1 PHOTODEGRADATION

Test Substance
| dentity: Dodecanamide, N-(2- hydroxyethyl)-
(CASRN 142-78-9)
Purity: Not applicable
Method
Method/guiddine followed: EPIWIN (v 3.11), AOPWIN Program (v 1.91)
Type: Not applicable
GLP: Not applicable
Y ear: 2004
Remarks: The EPIWIN model was run without entering measured
physica chemica properties.
Results
Concentration of substance: Not applicable
Temperature (°C): Not stated
Direct photolyss Not stated
Indirect photolysis: Not stated
Breakdown products: Not gpplicable
Remarks: Overdl OH Rate Congtant:

(Kphot) = 31 E-12 cm/molecule- sec;
Hdf life ty», =4.2 hrs

Following are the results from the modd!:

AOP Program (v1.91) Results:

Hydr ogen
Reacti on
Addi tion
Addi tion
Addi tion
Addi tion

O=C( NCCOQ) ccceeeccecc

Dodecanani de, N-(2-hydroxyethyl)-

Cl4 H29 N1 @2

243. 39

-- SUMVARY (AOP v1.91): HYDROXYL RADICALS -------------------
Abstraction 25. 2805 E-12 cnB/ nol ecul e-sec
with N, S and -OH . 6400 E-12 cnB/nol ecul e-sec
to Triple Bonds . 0000 E-12 cnB/nol ecul e-sec
to O efinic Bonds . 0000 E-12 cnB/nol ecul e-sec
to Aromatic Rings . 0000 E-12 cnB/ nol ecul e-sec
to Fused Ri ngs 0. 0000 E-12 cnB/nol ecul e-sec

[oNeNoNe)]

OVERALL OH Rate Constant = 30.9205 E-12 cnB/ nol ecul e-sec

HALF- LI FE
HALF- LI FE

0. 346 Days (12-hr day; 1.5E6 OH cnB)
4.151 Hrs
----- SUVMARY (AOP v1.91): OZONE REACTION ---------mommmmonn

*xx%kxx NO OZONE REACTI ON ESTI MATI ON ******
(ONLY A efins and Acetyl enes are Esti mated)

Experi mental Database: NO Structure Matches
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Conclusons The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdiahility (Klimisch): 2
Remarks: Reliable with redtrictions, modd data
References U.S. EPA (U.S. Environmental Protection Agency). 2000.
EPI Suite, Verson 3.11; AOPWIN Program, Version 1.91;
PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research
Corporation (SRC).
Other
Lagt changed: July 6, 2004
Order number for sorting:

Remarks:
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3.1.1 PHOTODEGRADATION

Test Substance
| dentity: Dodecanamide, N,N-bis(2- hydroxyethyl)-
(CASRN 120-40-1)
Purity: Not applicable
Method
Method/guiddine followed: EPIWIN (v 3.11), AOPWIN Program (v 1.91)
Type: Not applicable
GLP: Not applicable
Y ear: 2004
Remarks: The EPIWIN modd was run with the following physico-
chemicd property input vadues. melting point of 38.7 °C.
Results
Concentration of substance: Not applicable
Temperature (°C): Not stated
Direct photolyss Not stated
Indirect photolysis. Not stated
Breakdown products: Not gpplicable
Remarks: Overal OH Rate Congtant:

(Kphot) = 49 E-12 cm’/molecule- sec;
Hdf-life ty, = 2.6 hrs

Following are the results from the modd!:

AOP Program (v1.91) Results:

SM LES : O=C(

N( CCO) CCO) CCCCCCCCCCC

CHEM : Dodecanam de, N, N-bi s(2-hydroxyethyl)-

MOL FOR: Cl6

H33 N1 O3

MOL WI @ 287. 45

Hydr ogen Abst

Reaction with N, S and -CH
Addition to Triple Bonds
Addition to O efinic Bonds
Addition to Aromatic Rings
Addition to Fused Rings

SUVMARY (AOP v1.91): HYDROXYL RADICALS -----------------
raction 34. 0115 E-12 cnB/ nol ecul e-sec
15. 2800 E-12 cnB/ nol ecul e-sec

0. 0000 E-12 cnB/ nol ecul e-sec

0. 0000 E-12 cnB/ nol ecul e-sec

0. 0000 E-12 cnB/ nol ecul e-sec

0. 0000 E-12 cnB/ nol ecul e-sec

OVERALL OH Rate Constant = 49.2915 E-12 cnB/ nol ecul e-sec

HALF- LI FE
HALF- LI FE

Experi ment al

= 0.217 Days (12-hr day; 1.5E6 OH cnB)
= 2.604 Hrs
SUVMMARY (AOP v1.91): OZONE REACTION ---------mommmmmo o

*xx%kxx NO OZONE REACTI ON ESTI MATI ON ******
(ONLY A efins and Acetyl enes are Esti mated)

Dat abase: NO Structure Matches
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Conclusions

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other
Last changed:

Order number for sorting:

Remarks:

The endpoint has been adequatdly characterized (American
Chemistry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2
Rdiable with restrictions, modd data

U.S. EPA (U.S. Environmental Protection Agency). 2000.
EPI Suite, Verson 3.11; AOPWIN Program, Version 1.91;
PC-Computer software developed by EPA’ s Office of
Pollution Prevention Toxics and Syracuse Research
Corporation (SRC).

July 6, 2004
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3.1.1 PHOTODEGRADATION

Test Substance
| dentity: 9-Octadecenamide, N,N-bis(2-hydroxyethyl)-, (2)- (CAS
RN 93-83-4, Oleamide, N,N-big(2-hydroxyethyl)-)
Purity: Not applicable
Method
Method/guiddine followed: EPIWIN (v 3.11), AOPWIN Program (v 1.91)
Type: Not applicable
GLP: Not applicable
Y ear: 2004
Remarks: The EPIWIN modd was run without entering measured
physica chemica properties.
Results
Concentration of substance: Not applicable
Temperature (°C): Not stated
Direct photolyss Not stated
Indirect photolysis: Not stated
Breakdown products: Not applicable
Remarks: Overal OH Rate Congtant:

(Kphot) = 111 E-12 cm®/molecule-sec [Cis-isomer]
(Kphot) = 118 E-12 cr/molecule-sec [ Trans-isomer]
Hdf-life

ty» [Cis-isomer] = 1.2 hrs

ty, [Trans-isomer] = 1.1 hrs

Following are the results from the modd:

AOP Program (v1.91) Results:

SM LES : O=C( N( CCO) CCO) CCccccce=Cceecceece

CHEM : 9-COctadecenam de, N, N-bis(2-hydroxyethyl)-, (2)-

MOL FOR: C22 H43 N1 O3

MOL WI : 369.59

--------------- SUMMARY (ACP v1.91): HYDROXYL RADICALS ----------------

Hydrogen Abstraction = 39.1352 E-12 cnB/ nol ecul e-sec

Reaction with N, S and -OH = 15.2800 E-12 cnB/ nol ecul e-sec

Addition to Triple Bonds = 0. 0000 E-12 cnB/nol ecul e-sec

Addition to A efinic Bonds = 56.4000 E-12 cnB/ nol ecul e-sec [Ci s-isoner]
Addition to Oefinic Bonds = 64.0000 E-12 cnB/ nol ecul e-sec [ Trans-isomner]
Addition to Aromatic Rings = 0. 0000 E-12 cnB/nol ecul e-sec

Addition to Fused Rings = 0. 0000 E-12 cnB/ nol ecul e-sec

OVERALL OH Rat e Const ant 110. 8152 E-12 cnB/ nol ecul e-sec [Cis-isoner]
OVERALL OH Rate Constant = 118.4152 E-12 cnB/nol ecul e-sec [ Trans-i soner]
HALF- LI FE = 1.158 Hrs (12-hr day; 1.5E6 OH/ cnB) [Cis-isoner]
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HALF- LI FE = 1.084 Hs (12-hr day; 1.5E6 OH/ cnB) [ Trans-isoner]
———————————————— SUMMARY (AOP v1.91): OZONE REACTION --------------------
OVERALL OZONE Rate Constant = 13.000000 E-17 cnB/ nol ecul e-sec [Cis-]
OVERALL OZONE Rate Constant = 20.000000 E-17 cnB/nol ecul e-sec [Trans-]
HALF-LIFE = 2.116 Hrs (at 7E11 nol/cnB) [Cis-isoner]
HALF-LIFE = 1.375 Hrs (at 7E11 nol/cnB) [Trans-isoner]

NOTE: Reaction with Nitrate Radicals May Be |nportant!

Experi mental Dat abase: NO Structure Matches

Conclusons The endpoint has been adequately characterized (American
Chemistry Council Faity Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdiahility (Klimisch): 2
Remarks: Rdiable with regtrictions, modd data
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; AOPWIN Program, Verson 1.91;
PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other
Last changed: July 6, 2004
Order number for sorting:

Remarks:
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3.1.1 PHOTODEGRADATION

Test Substance
| dentity: Amides, C12-18, N,N-big(hydroxyethyl)
(CAS RN 68155-06-6)
Purity: Not applicable
Method
Method/guiddine followed: EPIWIN (v 3.11), AOPWIN Program (v 1.91)
Type: Not applicable
GLP: Not applicable
Y ear: 2004
Remarks: The EPIWIN modd was run without entering measured
physica chemica properties.
Results
Concentration of substance: Not applicable
Temperature (°C): Not stated
Direct photolyss Not stated
Indirect photolysis: Not stated
Breakdown products: Not gpplicable
Remarks: Overal OH Rate Congtant:

AOP Program (vl

(Kphot) = 48 E-12 cm/molecule- sec;
Hdf-life ty, =2.7 hrs

Following are the results from the modd!:

.91) Results:

SM LES : 0O=C( N( CCO) CCO) CCCCCCCCCC

CHEM : Amides

, C12-18, N, N-bis(hydroxyethyl)

MOL FOR: C15 H31 N1 O3

MOL WI' @ 273.42

------------- SUMMVARY (AOP v1.91): HYDROXYL RADI CALS ---=============--

Hydr ogen Abstraction
Reaction with N, S and -OH
Addition to Triple Bonds
Addition to O efinic Bonds
Addition to Aromatic Rings
Addition to Fused Rings

= 32.5985 E-12 cnB/ npol ecul e-sec
= 15.2800 E-12 cnB/ nol ecul e-sec
= 0. 0000 E-12 cnB/ nol ecul e-sec
= 0. 0000 E-12 cnB/ nol ecul e-sec
= 0. 0000 E-12 cnB/ nol ecul e-sec
= 0. 0000 E-12 cnB/ nol ecul e-sec

OVERALL OH Rate Constant = 47.8785 E-12 cnB/ nol ecul e-sec

HALF- LI FE =
HALF- LI FE =

0.223 Days (12-hr day; 1.5E6 OH cnB)
2.681 Hrs

SUMMARY (AOP v1.91): OZONE REACTI ON = -----mccmmmmammnn-

FrE&xxx NO OZONE REACTI ON ESTI MATI ON ******

(ONLY O efins and Acetyl enes are Esti mated)
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Experi mental Dat abase: NO Structure Matches
Conclusons The endpoint has been adequatdly characterized (American
Chemisiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdiahility (Klimisch): 2
Remarks: Rdiable with regtrictions; modd data
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; AOPWIN Program, Version 1.91;
PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other
Last changed: Jduly 6, 2004
Order number for sorting:

Remarks:
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3.1.1 PHOTODEGRADATION

Test Substance
| dentity: Octadecanamide, N,N'-1,2-ethanediylbis-
(CAS RN 110-30-5; Octadecanamide, N,N'-ethylenebis)
Purity: Not applicable
Method
Method/guiddine followed: EPIWIN (v 3.11), AOPWIN Program (v 1.91)
Type: Not applicable
GLP: Not applicable
Y ear: 2004
Remarks: The EPIWIN model was run without entering meas.red
physica chemica properties.
Results
Concentration of substance: Not applicable
Temperature (°C): Not stated
Direct photolyss Not stated
Indirect photolysis: Not stated
Breakdown products: Not gpplicable
Remarks: Overdl OH Rate Congtart:

(Kphot) = 70 E-12 cm/molecule- sec;
Hdf-life ty, =1.8 hrs

Following are the results from the modd!:

AOP Program (v1.91) Results:

SM LES : O=C( NCCNC( =0) CCCCCCCCCCCCCCCCC) Ccreeeeceeeceeccee

CHEM : Octadecanamnide, N, N -1, 2-ethanediyl bis-

MOL FOR: C38 H76 N2 O2

MOL WI : 593. 04

------------- SUMMARY (ACP v1.91): HYDROXYL RADI CALS ---------------

Hydr ogen Abstraction = 59.4758 E-12 cnB/ nol ecul e-sec
Reaction with N, S and -OH = 11.0000 E-12 cnB/ nol ecul e-sec
Addition to Triple Bonds = 0. 0000 E-12 cnB/nol ecul e-sec
Addition to O efinic Bonds = 0. 0000 E-12 cnB/ ol ecul e-sec
Addition to Aromatic Rings = 0. 0000 E-12 cnB/nol ecul e-sec
Addition to Fused Rings = 0. 0000 E-12 cnB/ ol ecul e-sec

OVERALL OH Rate Constant = 70.4758 E-12 cnB/ nol ecul e-sec
HALF- LI FE = 0. 152 Days (12-hr day; 1.5E6 OH cnB)
HALF- LI FE = 1.821 Hrs
------------- SUMMARY (AOP v1.91): OZONE REACTION ------------------

*xx%kxx  NO OZONE REACTI ON ESTI MATI ON ******
(ONLY O efins and Acetyl enes are Esti mat ed)
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Experi ment al Dat abase:

Conclusions

Data Quiality
Rdiability (Klimisch):
Remarks:

References

Other
Last changed:
Order number for sorting:
Remarks:

NO Structure Matches

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2
Rdiable with restrictions, modd data

U.S. EPA (U.S. Environmental Protection Agency). 2000.
EPI Suite, Verson 3.11; AOPWIN Program, Version 1.91;
PC-Computer software developed by EPA’ s Office of
Pollution Prevention Toxics and Syracuse Research
Corporation (SRC).

July 6, 2004
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3.3.2 TRANSPORTATION BETWEEN ENVIRONMENTAL COMPARTMENTS (FUGACITY M ODEL )

Test Substance
| dentity: Octadecanamide (CAS RN 124-26-5; Stearamide)
Purity: Not gpplicable
Method
Method/Guideine followed: EPIWIN (v 3.11) Leve 111 Fugacity Modd; adapted from
Mackay's EQC Levd 1l Fugacity Modedl Media Water,
ar, soil and sediment (model run with 1000 kg/hr
emissons to water and 0 kg/hr emissonsto air, soil and
sediment)
GLP: Not applicable
Year: 2004
Remarks: The EPIWIN mode was run with the following physico-
chemica property input vaues. melting point of 109 °C
and boiling point of 250 °C.
Results
Remarks: Following are the results from the modd!:
Level 111 Fugacity Mdel (Full-Qutput):
 Chem Name : Cctadecanamide

Mol ecul ar W: 283.5
Henry's LC : 1.04e-006 atm nB/nole (Henrywi n progran)
Vapor Press : 0.00398 mm Hg (Mobpwi n program

Li quid VP : 0.027 nm Hg (super-cool ed)
Melting Pt : 109 deg C (user-entered)
Log Kow : 6.7 (Kowwi n program
Soi | Koc : 2.05e+006 (calc by nodel)
Mass Anount Hal f-Life Em ssi ons
(percent) (hr) (kg/ hr)
Air 0. 000363 9.5 0
Wat er 12.8 360 1000
Soi | 0. 00044 360 0
Sedi nent  87.2 1. 44e+003 0
Fugacity Reacti on Advection Reacti on Advection
(atm (kg/ hr) (kg/ hr) (percent) (percent)
Air 3. 86e-015 0. 327 0. 0448 0. 0327 0. 00448
Wat er 6.67e-013 303 158 30.3 15. 8
Soi | 2. 24e-020 0. 0104 0 0. 00104 0
Sedi nent  2e-013 517 21.5 51.7 2.15

Persi stence Tine: 1.23e+003 hr
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Reaction Ti ne: 1.5e+003 hr
Advection Ti me: 6. 88e+003 hr

Percent Reacted: 82.1
Percent Advected: 17.9

Hal f-Lives (hr), (based upon Biowin (U timte) and Aopw n):

Air: 9. 497
Wat er: 360
Soi | : 360

Sedi ment: 1440

Bi owi n esti mat e:

Advection Tinmes (hr):

Air: 100
Wat er: 1000
Sedi nment: 5e+004

Conclusions:

Remarks:

Data Quality
Rdigbility:
Remarks.

References

Other
Last changed:
Order number for sorting:
Remarks:

2.817 (weeks )

Mass Amounts.
Air<1%

Water =13 %
Soil < 1%
Sediment = 87 %

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2
Rdiable with restrictions; modd data.

U.S. EPA (U.S. Environmental Protection Agency). 2000.
EPI Suite, Verson 3.11; Levd 1l Fugacity Modd; PC-
Computer software developed by EPA’ s Office of Pollution
Prevention Toxics and Syracuse Research Corporation
(SRC).

June 25, 2004
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3.3.2 TRANSPORTATION BETWEEN ENVIRONMENTAL COMPARTMENTS (FUGACITY M ODEL )

Test Substance
| dentity:
Purity:

Method

Method/Guiddine followed:

sediment)
GLP: Not applicable
Year: 2004
Remarks: The EPIWIN mode was run with the following physico-
chemica property input values: melting point of 76 °C.
Results
Remarks: Following are the results from the modd!:
Level 111 Fugacity Mdel (Full-Qutput):
Chem Nane 9- Oct adecenam de, (Z2)-
Mol ecul ar W: 281.49
Henry's LC 9. 16e-007 atm B/ nmol e (Henrywi n progran
Vapor Press : 1.2e-006 nmHg (Mobpw n program
Li quid VP 3.83e-006 mMm Hg (super-cool ed)
Mel ting Pt 76 deg C (user-entered)
Log Kow 6.48 (Kowwi n program
Soi | Koc 1.24e+006 (calc by nodel)
Mass Anount Hal f-Life Eni ssi ons
(percent) (hr) (kg/ hr)
Air 7.97e-005 1.27 0
Wat er 14. 4 360 1000
Soi | 0. 000301 360 0
Sedi nent 85.6 1. 44e+003 0
Fugacity Reacti on Advection Reacti on Advection
(atm (kg/ hr) (kg/ hr) (percent) (percent)
Air 6. 58e-016 0. 509 0. 00936 0. 0509 0. 000936
Wat er 9.17e-013 326 170 32.6 17
Soi | 2. 15e-020 0. 00681 0 0. 000681 0
Sedi nent 2. 75e-013 483 20.1 48. 3 2.01

9-Octadecenamide, (Z)- (CAS RN 301-02-0; Oleamide)

Not gpplicable

ar, soil and sediment (model run with 1000 kg/hr
emissonsto water and 0 kg/hr emissonsto arr, soil and

Persi stence Tine: 1.17e+003 hr
Reaction Ti ne: 1. 45e+003 hr
Advection Ti nme: 6. 19e+003 hr
Percent Reacted: 81

EPIWIN (v 3.11) Level 11l Fugacity Mode; adapted from
Mackay’s EQC Levd Il Fugacity Model Mediaw Water,
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Percent Advected: 19

Hal f -Li ves (hr), (based upon Biowin (Utimte) and Aopwi n):

Air: 1.275
Wt er : 360
Soi |l : 360
Sedi ment: 1440
Biowin estimte: 2.821 (weeks )

Advection Tines (hr):
Air: 100
Wat er : 1000
Sedi ment: 5e+004

Conclusions: Mass Amounts:
Air<1%
Water = 14 %
Soil < 1%
Sediment = 86 %
Remarks: The endpoint has been adequately characterized (American
Chemigtry Council Faity Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdighility: 2
Remarks. Rdiable with redtrictions, model data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; Levd 111 Fugacity Modd; PC-
Computer software developed by EPA’ s Office of Pollution
Prevention Toxics and Syracuse Research Corporation

(SRC).
Other
Last changed: Jdune 25, 2004
Order number for sorting:

Remarks:
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3.3.2 TRANSPORTATION BETWEEN ENVIRONMENTAL COMPARTMENTS (FUGACITY M ODEL )

Test Substance

| dentity:
Purity:

Method

Method/Guiddine followed:

13- Docosenam de

13-Docosenamide, (Z)- (CAS RN 112-84-5; Erucamide)
Not gpplicable

EPIWIN (v 3.11) Leve 111 Fugacity Model; adapted from
Mackay's EQC Levd 1l Fugacity Modedl Media Water,
ar, soil and sediment (model run with 1000 kg/hr
emissonsto water and 0 kg/hr emissonsto arr, soil and
sediment)

Not applicable

2004

The EPIWIN model was run without entering measured
physical chemicd properties.

Following are the results from the modd!:

(Full-Qutput):

(2)-

2.84e-006 atm B/ nmol e (Henrywi n progran

8.28e- 008 nm Hg
3. 05e- 006 nm Hg

(Mpbpwi n program
(super - cool ed)

183 deg C (Mpbpwi n program

(c

Hal

Reac

(kg/
0.0
129
0.0

(Kowwi n program

al ¢ by nodel)

GLFP:
Y ear:
Remarks:
Results
Remarks
Level 111 Fugacity Mode
Chem Nane
Mol ecul ar W : 337.59
Henry's LC
Vapor Press :
Liquid VP
Mel ting Pt
Log Kow 8.44
Soi | Koc 1. 13e+008
Mass Anpunt
(percent)
Air 1. 3e-006
Wat er 4,81
Soi | 1. 15e- 005
Sedi nent 95.2
Fugacity
(atm
Air 2.53e-017
Wat er 3.82e-014
Soi | 6. 92e- 023
Sedi nent 2.57e-014

637

f-Life Eni ssi ons
(hr) (kg/ hr)
1.24 0
900 1000
900 0
3. 6e+003 0
tion Advection Reacti on Advection
hr) (kg/ hr) (percent) (percent)
253 0. 000453 0. 00253 4.53e-005
167 12.9 16. 7
00309 0 3. 09e- 005 0
66. 2 63.7 6.62

Persi stence Tinme: 3.48e+003 hr

Reaction Ti ne:

4.54e+003 hr
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Advection Ti me: 1. 49e+004 hr
Percent Reacted: 76.6
Percent Advected: 23.4

Hal f-Lives (hr), (based upon Biowin (U timte) and Aopw n):

Alr: 1.24
Wat er: 900
Soi | : 900

Sedi ment: 3600
Biowin estimte: 2.697 (weeks-nonths)

Advection Tinmes (hr):
Air: 100
WAt er: 1000
Sedi ment: 5e+004

Conclusions: Mass Amounts:
Air<1%
Water =5 %
Soil < 1%
Sediment = 95 %
Remarks: The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdidhility: 2
Remarks Reliable with redtrictions, modd data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.
EPI Suite, Verson 3.11; Levd 111 Fugacity Modd; PC-
Computer software developed by EPA’ s Office of Pollution
Prevention Toxics and Syracuse Research Corporation
(SRC).
Other
Last changed: June 25, 2004
Order number for sorting:

Remarks:
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3.3.2 TRANSPORTATION BETWEEN ENVIRONMENTAL COMPARTMENTS (FUGACITY M ODEL )

Test Substance

| dentity:
Purity:

Method

Method/Guiddine followed:

(Ful |

Dodecanamide, N-(2- hydroxyethyl)-
(CASRN 142-78-9)
Not applicable

EPIWIN (v 3.11) Level 111 Fugacity Mode!; adapted from
Mackay's EQC Levd 1l Fugacity Model Mediaw Water,
ar, soil and sediment (mode! run with 1000 kg/hr
emissonsto water and 0 kg/hr emissonsto air, soil and
sediment)

Not gpplicable

2004

The EPIWIN model was run without entering measured
physical chemicd properties.

Following are the results from the modd!:

-Qut put):

Dodecanam de

GLP:
Year:
Remarks
Results
Remarks
Level 111 Fugacity Mode
Chem Nane
Mol ecul ar W : 243. 39
Henry's LC
Vapor Press :
Liquid VP
Mel ting Pt
Log Kow 3.24
Soi | Koc
Mass Anpunt
(percent)
Air 1. 39e-009
Wat er 98.5
Soi | 9. 42e- 006
Sedi nent 1.55
Fugacity
(atm
Air 5. 85e-022
Wat er 1.42e-016
Soi | 8. 69e- 024
Sedi nent 6. 17e-017

N- ( 2- hydr oxyet hyl ) -

2.03e-011 atmnB/ nmol e (Henrywi n progran
6.57e-009 mMmm Hg (Mpbpwi n program

1.24e-007 mm Hg (super-cool ed)

154 deg C (Mpbpwi n program
(Kowwi n programn

712 (calc by nodel)

Hal f

(
8.

3
3
1

React
(kg/h
4,01
656
6. 28
2.58

-Life Eni ssi ons
hr) (kg/ hr)
3 0
60 1000
60 0
. 44e+003 0
i on Advection Reacti on Advection
r) (kg/ hr) (percent) (percent)
e- 007 4. 8e-008 4.01e-008 4. 8e-009
341 65. 6 34.1
e- 005 0 6. 28e- 006 0
0. 107 0. 258 0. 0107
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Persi stence Tine: 346 hr
Reaction Ti ne: 526 hr

Advecti on Ti ne: 1. 02e+003 hr

Percent Reacted: 65.9
Percent Advected: 34.1

Hal f-Lives (hr), (based upon Biowin (U tinmte) and Aopw n):

Air: 8. 302
WAt er: 360
Soi | : 360

Sedi nment: 1440

Bi owi n esti mat e:

Advection Tinmes (hr):

Alr: 100
Wat er: 1000
Sedi nment: 5e+004

Conclusions;

Remarks:

Data Quality
Rdiahility:
Remarks.

References

Other
Lagt changed:
Order number for sorting:
Remarks:

3.065 (weeks )

Mass Amounts:
Air<1%
Water =98 %
Soil < 1%
Sediment =1 %

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2
Rdiable with restrictions; modd data.

U.S. EPA (U.S. Environmental Protection Agency). 2000.
EPI Suite, Verson 3.11; Levd 1l Fugacity Modd; PC-
Computer software developed by EPA’ s Office of Pollution
Prevention Toxics and Syracuse Research Corporation
(SRC).

July 6, 2004
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3.3.2 TRANSPORTATION BETWEEN ENVIRONMENTAL COMPARTMENTS (FUGACITY M ODEL )

Test Substance
| dentity: Dodecanamide, N,N-bis(2- hydroxyethyl)-
(CASRN 120-40-1)
Purity: Not applicable
M ethod
Method/Guideline followed: EPIWIN (v 3.11) Levd |11 Fugacity Model; adapted from
Mackay's EQC Levd 1l Fugacity Model Mediaw Water,
air, oil and sediment (model run with 1000 kg/hr
emissonsto water and 0 kg/hr emissonsto air, soil and
sediment)
GLP: Not gpplicable
Year: 2004
Remarks: The EPIWIN modd was run with the following physico-
chemica property input values mdting point of 38.7 °C.
Results
Remarks: Following are the results from the modd!:
Level 111 Fugacity Mdel (Full-Qutput):
© Chem Name : Dodecanani de, N, N-bis(2-hydroxyet hyl)-
Mol ecul ar W: 287.45
Henry's LC 2.16e-012 atm B/ nol e (Henrywi n progran)

Vapor Press :

Li quid VP

Log Kow
Soi | Koc

Air

Wat er
Soi |
Sedi ment

Air

Wat er
Soi |
Sedi ment

6.73e-009 mMm Hg (Mpbpwi n progran

9.19e-009 mMmm Hg (super-cool ed)
Melting Pt : 38.7

deg C (user-entered)

2.89 (Kowwi n program
318 (calc by nodel)
Mass Anount Hal f-Life Em ssi ons
(percent) (hr) (kg/ hr)
1. 89e-010 5.21 0
99.1 360 1000
9. 95e- 007 360 0
0. 905 1. 44e+003 0
Fugacity Reacti on Advection Reacti on Advection
(atm (kg/ hr) (kg/ hr) (percent) (percent)
5. 58e-024 8. 64e-008 6. 49e- 009 8. 64e- 009 6. 49e-010
1.28e-017 657 341 65.7 34.1
1. 8e-025 6. 59e- 006 0 6. 59e- 007 0
6. 78e-018 1.5 0. 0624 0. 15 0. 00624

Persi stence Tine: 344 hr

Reacti on
Advectio

Ti me:
n Tine:

523 hr
1.01e+003 hr
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Percent Reacted: 65.9
Percent Advected: 34.1

Hal f -Li ves (hr), (based upon Biowin (U timte) and Aopw n):

Alr: 5.208
Wat er: 360
Soi | : 360

Sedi ment: 1440

Bi owi n esti mat e:

Advection Tines (hr):

Air: 100
WAt er: 1000
Sedi nent: 5e+004

Conclusions:

Remarks:

Data Quality
Rdighility:
Remarks.

Refer ences

Other
Last changed:
Order number for sorting:
Remarks:

3.128

(weeks )

Mass Amounts.
Air<1%
Water =99 %
Soil <1%
Sediment < 1 %

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2
Rdiable with redtrictions, modd data.

U.S. EPA (U.S. Environmentd Protection Agency). 2000.
EPI Suite, Version 3.11; Levd 111 Fugacity Modd; PC-
Computer software developed by EPA’ s Office of Pollution
Prevention Toxics and Syracuse Research Corporation
(SRC).

July 6, 2004
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3.3.2 TRANSPORTATION BETWEEN ENVIRONMENTAL COMPARTMENTS (FUGACITY M ODEL )

Test Substance
| dentity: 9-Octadecenamide, N,N-bis(2-hydroxyethyl)-, (2)- (CAS
RN 93-83-4, Oleamide, N,N-big(2-hydroxyethyl)-)
Purity: Not applicable
Method

Method/Guideline followed: EPIWIN (v 3.11) Levd 11l Fugacity Modd; adapted from
Mackay's EQC Levd 1l Fugacity Model Mediaw Water,
ar, soil and sediment (mode! run with 1000 kg/hr

emissonsto water and 0 kg/hr emissonsto air, soil and

sediment)

GLP: Not applicable

Year: 2004

Remarks: The EPIWIN modd was run without entering measured

physical chemicd properties.
Results
Remarks: Following are the results from the modd!:
Level 111 Fugacity Mdel (Full-Qutput):

Chem Nane 9- Oct adecenam de, N, N-bi s(2-hydroxyethyl)-, (2)-

Mol ecul ar W: 369.59

Henry's LC 1.04e-011 atmnB/ nol e (Henrywi n progran
Vapor Press : 5.88e-013 mm Hg (Mpbpwi n program

Li quid VP 3.43e-011 mm Hg (super-cool ed)

Mel ting Pt 204 deg C (Mobpwi n program

Log Kow 5.62 (Kowwi n progran
Soi | Koc 1. 71e+005 (calc by nodel)

Mass Anount Hal f-Life Eni ssi ons
(percent) (hr) (kg/ hr)

Air 4.21e-009 1.11 0

Wat er 34.1 360 1000

Soi | 7. 66e- 008 360 0

Sedi nent  65.9 1. 44e+003 0

Fugacity Reacti on Advection Reacti on Advection
(atm (kg/ hr) (kg/ hr) (percent) (percent)

Air 7.97e-025 1. 99e- 005 3.17e- 007 1. 99e- 006 3.17e-008
Wat er 2.83e-017 495 257 49.5 25.7

Soi | 2.2e-028 1.11e-006 0 1.11e-007 0

Sedi ment 8. 5e-018 239 9.92 23.9 0.992

Persi stence Tine: 753 hr

Reaction Ti ne:
Advection Ti nme:
React ed:

Per cent

1. 03e+003 hr
2.82e+003 hr
73.3
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Percent Advected: 26.7

Hal f -Li ves (hr), (based upon Biowin (Utimte) and Aopwi n):

Air: 1.106
Wt er : 360
Soi |l : 360
Sedi ment: 1440
Biowin estimte: 2.946 (weeks )

Advection Tines (hr):
Air: 100
Wat er : 1000
Sedi ment: 5e+004

Conclusions: Mass Amounts.
Air<1%
Water = 34 %
Soil < 1%
Sediment = 66 %
Remarks: The endpoint has been adequately characterized (American
Chemigtry Council Faity Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdighility: 2
Remarks. Rdiable with redtrictions, model data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; Levd 111 Fugacity Modd; PC-
Computer software developed by EPA’ s Office of Pollution
Prevention Toxics and Syracuse Research Corporation

(SRC).
Other
Last changed: Jduly 6, 2004
Order number for sorting:

Remarks:
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3.3.2 TRANSPORTATION BETWEEN ENVIRONMENTAL COMPARTMENTS (FUGACITY M ODEL )

Test Substance
| dentity: Amides, C12-18, N,N-big(hydroxyethyl)
(CAS RN 68155-06-6)
Purity: Not applicable
Method
Method/Guideline followed: EPIWIN (v 3.11) Levd |11 Fugacity Model; adapted from
Mackay's EQC Levd 1l Fugacity Model Mediaw Water,
ar, soil and sediment (mode! run with 1000 kg/hr
emissonsto water and O kg/hr emissionsto air, soil and
sediment)
GLP: Not gpplicable
Year: 2004
Remarks: The EPIWIN model was run without entering measured
physical chemicd properties.
Results
Remarks: Following are the results from the modd!:
Level 111 Fugacity Mdel (Full-Qutput):
Chem Nane . Amides, C12-18, N, N-bis(hydroxyethyl)

Mol ecul ar W: 273.42
Henry's LC : 1.63e-012 atm nB/ nmole (Henrywi n progran
Vapor Press : 9.91e-010 mm Hg (Mpbpwi n program

Li quid VP : 1.86e-008 mm Hg (super-cool ed)
Melting Pt : 154 deg C (Mobpwi n program
Log Kow : 2.39 (Kowwin program
Soi | Koc : 101 (calc by nodel)
Mass Anount Hal f-Life Eni ssi ons
(percent) (hr) (kg/ hr)
Air 5. 45e-011 5.36 0
Wt er 99.5 360 1000
Soi | 7.37e-007 360 0
Sedi nent 0. 459 1. 44e+003 0
Fugacity Reacti on Advection Reacti on Advection
(atm (kg/ hr) (kg/ hr) (percent) (percent)
Air 3. 38e-024 2.42e-008 1. 87e-009 2.42e-009 1.87e-010
Wat er 1. 02e-017 658 342 65. 8 34.2
Soi | 3. 09e- 025 4.87e- 006 0 4.87e- 007 0
Sedi ment 6. 88e-018 0. 758 0. 0315 0. 0758 0. 00315

Persi stence Tinme: 343 hr
Reaction Ti ne: 521 hr
Advection Ti nme: 1e+003 hr
Percent Reacted: 65.8
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Percent Advected: 34.2

Hal f -Li ves (hr), (based upon Biowin (Utimte) and Aopwi n):

Air: 5.362
Wt er : 360
Soi |l : 360
Sedi ment: 1440
Biowin estimte: 3.159 (weeks )

Advection Tines (hr):
Air: 100
Wat er : 1000
Sedi ment: 5e+004

Conclusions: Mass Amounts:
Air<1%
Water = 99 %
Soil < 1%
Sediment = 0.5 %
Remarks: The endpoint has been adequately characterized (American
Chemigtry Council Faity Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdighility: 2
Remarks. Rdiable with redtrictions, model data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; Levd 111 Fugacity Modd; PC-
Computer software developed by EPA’ s Office of Pollution
Prevention Toxics and Syracuse Research Corporation

(SRC).
Other
Last changed: Jduly 6, 2004
Order number for sorting:

Remarks:
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3.3.2 TRANSPORTATION BETWEEN ENVIRONMENTAL COMPARTMENTS (FUGACITY M ODEL )

Test Substance
| dentity:

Purity:

Method

Method/Guiddine followed:

Octadecanamide, N,N'-1,2-ethanediylbis-

(CAS RN 110-30-5; Octadecanamide,
Not applicable

N,N"-ethylenebis)

EPIWIN (v 3.11) Level 111 Fugacity Model; adapted from

Mackay's EQC Levd 1l Fugacity Model Media: Water,
ar, soil and sediment (mode! run with 1000 kg/hr
emissonsto water and 0 kg/hr emissonsto air, soil and

sediment)

GLP: Not applicable

Year: 2004

Remarks: The EPIWIN model was run without entering measured

physical chemicd properties.
Results
Remarks: Following are the results from the modd!:
Level 111 Fugacity Mdel (Full-Qutput):

Chem Nane Oct adecanam de, N, N -1, 2-et hanedi yl bi s-

Mol ecul ar W: 593. 04

Henry's LC 1.49e-007 atm nB8/ nole (Henrywi n progran
Vapor Press : 7.97e-018 mm Hg (Mpbpwi n program

Li quid VP 7.02e-015 mm Hg (super-cool ed)

Mel ting Pt 323 deg C (Mobpwi n program

Log Kow 14 (Kowwi n program
Soi | Koc 3.92e+013 (cal c by nodel)

Mass Anmpunt Hal f-Life Eni ssi ons
(percent) (hr) (kg/ hr)

Air 4.99e-013 3. 64 0

Wat er 4.79 900 1000

Soi | 1.75e-011 900 0

Sedi nent  95.2 3. 6e+003 0

Fugacity Reacti on Advection Reacti on Advection
(atm (kg/ hr) (kg/ hr) (percent) (percent)

Air 5. 58e- 032 3. 31e-009 1. 74e-010 3.31le-010 1. 74e-011
Wt er 3.3e-021 128 167 12.8 16.7

Soi | 9. 05e- 036 4.69e-010 0 4.69e-011 0

Sedi nent 2. 22e-021 638 66. 3 63.8 6. 63

Persi stence Time: 3.48e+003 hr
Reaction Ti ne: 4.54e+003 hr
Advection Ti nme: 1. 49e+004 hr
Percent Reacted: 76.7



FND Amides— Appendix 1
September 16, 2004
Page 120 of 120

Percent Advected: 23.3

Hal f -Li ves (hr), (based upon Biowin (Utimte) and Aopwi n):

Air: 3.643
Wat er: 900
Soi | : 900

Sedi nent: 3600
Biowin estimate: 2.377 (weeks-nonths)

Advection Tines (hr):
Air: 100
Wat er : 1000
Sedi ment: 5e+004

Conclusions: Mass Amounts:
Air<1%
Water =5 %
Soil < 1%
Sediment = 95 %
Remarks: The endpoint has been adequately characterized (American
Chemigtry Council Faity Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdighility: 2
Remarks. Rdiable with redtrictions, model data.
References U.S. EPA (U.S. Environmenta Protection Agency). 2000.

EPI Suite, Version 3.11; Levd 111 Fugacity Modd; PC-
Computer software developed by EPA’ s Office of Pollution
Prevention Toxics and Syracuse Research Corporation

(SRC).
Other
Last changed: Jduly 6, 2004
Order number for sorting:

Remarks:
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3.5 BIODEGRADATION

Test Substance
| dentity: Oleylamide (CAS RN 301-02-0; Oleamide)
Purity: 97%
Remarks.
M ethod
Method/Guideline followed: OECD Guiddine 301D, EEC Method C.6. and ISO/TC
147/SC 5SWG 4N152
Test type: Aerobic ready biodegradability
GLP: Yes
Year: 1993
Contact time: 28 days
Inoculum: Activated dudge
Remarks: The test substance was measured for ready biodegradability
in aclosed bottle syssem. BOD bottles (250 - 300 ml) were
prepared to contain aminerd nutrient solution together
with the following trestments: inoculum only, test
substance with inoculum, and sodium acetate (used as a
reference substance) with inoculum. The concentrations of
the test substance and sodium acetate were 2.0 and
6.7 mg/l, which represented theoretical oxygen demands of
2.9 mg/mg and 0.8 mg/mg, respectively. Ten replicate
bottles were prepared for each experimental group and
incubated at 21+1 °C. At O, 7, 14, 21 and 28 days, two
bottles from each trestment were measured for dissolved
oxygen concentrations. The pH of the medium was 7.1 a
the start of the test and 6.6 — 6.7 at day 28. Temperature
ranged from 20 to 22 °C.
Results
Degradation: 80% degradation in 28 days
Reaults: The resultsindicate that the test substance was reedily
biodegradable under the conditions of the test.
Kinetic: % Degradation
Day Test Substance Reference
Substance
7 62 16
14 69 85
21 76 81
28 80 82

Breakdown products: Not stated
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Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

The vdidity of the test was demondtrated by an endogenous
respiration of 0.9 mg/l at day 28, differences of the
replicate values of the control a day 28 were less than

20%, the reference material was degraded to 85% by day
14, and oxygen consumption in dl bottles was > 0.5 mg/l
during the test period.

The test materid was readily biodegradable.

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdliable without redtriction; guiddine study.

van Ginkel, C. G. and C. A. Stroo. 1993. Biodegradability
of Armid O Padtillesin the Closed Bottle Test. Report
number CRL F93009. Akzo Research Laboratories,
Arnhem, The Netherlands.

July 20, 2000
75
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3.5 BIODEGRADATION

Test Substance
| dentity:
Purity:
Remarks:

Method

Method/Guiddine followed:

Test type:
GLP:

Year:
Contact time:
[noculum:
Remarks

Results
Degradation:

Reaults

Erucamide (CAS RN 112-84-5)
97.5%

Methods conformed to OECD Guideine 301D and EEC
Method C.6

Aerobic ready biodegradability

Yes

1993

140 days

Secondary activated dudge

The study assessed the aerobic biodegradation of the test
substance in aclosed bottle system.  Activated dudge was
preconditioned in the [aboratory by aeration for a period of
one week to reduce endogenous respiration. Ten replicate
BOD bottles were prepared for each of three treatment
groups. Treatment groups included ablank control, test
substance at 2.0 mg/l, and reference substance (sodium
acetate) at 6.7 mg/l. All test solutions were madein
nutrient medium and contained activated dudge inoculum

at 2 mg dry weight/l. After the BOD bottles were prepared,
they were incubated in the dark at 20 to 22 °C. On days 0,
7,14, and 21, two BOD bottles from each group were
destructively sampled for dissolved oxygen concentrations.
Oxygen measurements made on day 28 used a device that
replaced the test solutions. The test was extended and
additiona dissolved oxygen measurements were made on
days 42, 56, 84, 112 and 140. Percent biodegradation was
caculated as the quotient of the measured biological
oxygen demand to the theoreticd oxygen demand. The
theoretica oxygen demand of the test substance wasthe
mg O,/mg test substance based on the molecular formula
that could be used in bacterid respiration. A substanceis
considered to be readily biodegradable if the percent
biodegradation is 3 60% at 28 days.

Biodegradation of the test substance was 15% at day 28 and
43% at day 140

The resultsindicate that the test substance was not readily
biodegradable but can be considered inherently
biodegradable under the conditions of the test.
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Kingtic;

Breakdown products:
Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other Available Reports

Other
Lagt changed:

Order number for sorting:

Remarks:

% Degradation
Day Test Substance Reference
Substance
7 8 76
14 10 85
21 7 81
28 15 82
42 23
56 26
84 34
112 41
140 43
Not stated

The validity of the test was demonsirated by biodegradation
of the reference substance, an endogenous respiration of
0.9 mg/l a day 28, and difference between replicate vaues
of <20%.

The endpoint has been adequatdly characterized (American
Chemisiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdliable without redtriction; guideine study.

van Ginkel, C. G. and C. A. Stroo. 1993. Biodegradability
of Armid E in the Closed Bottle Test. Report number CRL
FO3035. Akzo Research Laboratories, Arnhem, The
Netherlands.

July 20, 2000
32
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3.5 BIODEGRADATION

Test Substance
| dentity:
Purity:
Remarks:

Method

Method/Guideline followed:

Test type:
GLP:

Year:
Contact time:
[noculum:
Remarks

Erucamide (CAS RN 112-84-5)
> 97% total amide content

Methods conformed to OECD Guiddine 301B and EEC
Method C.5

Aerobic ready biodegradability

Yes

1991

28 days

Activated dudge

Freshly-collected activated dudge was aerated for 4 hours,
then left to settle for Yhour. The supernatant was decanted
to provide sufficient volume to prepare a 1% inoculum for
each test flask. Test vessalswere 3-1 brown glass bottles.
Initidly, 30 ml of inoculum was added to an amount of
minerd nutrient solution in each of four test vessels. The
solutions were aerated with CO,-free air for 24 hours.
After the aeration period, three CO,-absorber bottles filled
with 80 ml 0.025N Ba(OH), were connected to the exit line
of each bottle. The test substance was added to two bottles,
areference materid (sodium acetate) was added to athird
bottle, while the fourth bottle contained only inoculum and
nutrient solution. All vessels were brought to a volume of
31 with purified water (Milli-Q?). Fina concentrations of
the test substance were 10 and 20 mg/l. The concentration
of sodium acetate was 20 mg/l. Because the solubility of
the test substance in water was low, it was quantitatively
added to the test media and continuoudy stirred during the
test. The CO; produced by the degradation of the test
substance by the inoculum was subsequently trapped in the
Ba(OH), solution. The amount of CO, produced was
determined by titrating the Ba(OH), with HCI.
Biodegradation was ca culated as the amount of CO,
produced divided by the amount of CO, that could
theoretically have been produced based on the amount of
carbon (as test substance) added to the test vessels. The
target temperature for the test was 18 - 22 °C. During the
tet, the temperature of the test room varied between 18 and
21.5 °C with oneincidenta extreme of 23 °C.
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Results
Degradation:
Reaults

Kinetic;

Breakdown products:
Remarks.

Conclusions
Remarks:

Data Quality
Reiability (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks.

Thereaultsindicate that the test substance was not readily
biodegradable but can be considered inherently
biodegradable under the conditions of the test.
Biodegradation achieved 27 and 15% in the 10 and 20 mg/|
test substance concentrations, respectively.

% Degradation
Day Test Substance Test Substance
10 mg/L 20 mg/L
2 0 0
5 0.7 0.3
7 2.6 0.6
9 4.2 1.3
12 4.2 14
16 8.8 6.2
21 16.4 11.3
28 27.2 15.2
Not stated

The test was considered acceptable based upon
biodegradation of the reference substance of 60% within
20 days and 71% by the end of 28 days.

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdiable without redtriction; guideine study.

Coenen, T. M. M. and H. Berkhout. 1991. Ready
Biodegradability: Modified Sturm Test with UNISLIP
ERUCAMIDE. Report number 052572. RCC NOTOX
B. V., ‘s-Hertogenbosch, The Netherlands.

July 20, 2000
33
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3.5 BIODEGRADATION

Test Substance
| dentity:

Purity:
Remarks:

Method

Method/Guiddine followed:

Test type:
GLP:

Year:
Contact time:
[noculum:
Remarks

Results
Degradation:
Results

Tdlowamide (hydrogenated talow-akyl)
(CAS RN 61790-31-6; Amides, talow, hydrogenated)
97.0%

Methods conformed to OECD 301D and EEC Method C.6.
Aerobic ready biodegradability

Yes

1993

28 days

Secondary activated dudge

The study assessed the aerobic biodegradation of the test
substance in a closed bottle system.  Activated dudge was
preconditioned in the laboratory by aeration for aperiod of
one week to reduce endogenous respiration. Ten replicate
BOD bottles were prepared for each of three treatment
groups. Treatment groups included a blank control

(nutrient medium with inoculum), test substance a 2.0

mg/l, and reference substance (sodium acetate) at 6.7 mg/l).
All test solutions were made in nutrient medium and
contained activated dudge inoculum & 2 mg dry weight/l.
After the BOD bottles were prepared, they were incubated
inthedark at 20to 22 °C. OndaysO, 7, 14, 21, and 28,
two BOD bottles from each group were destructively
sampled for dissolved oxygen concentrations. The pH of
the medium was 7.0 at the Sart and 6.7 at day 28.
Temperature ranged from 20 to 22 °C. Percent
biodegradation was calculated as the quotient of the
measured biological oxygen demand to the theoretica
oxygen demand. The theoretical oxygen demand of the test
substance was the mg O,/mg test substance based on the
molecular formulathat could be used in bacterid

respiration. A substance is considered to be readily
biodegradable if the percent biodegradation is 3 60%.

The test substance was biodegraded 73% at day 28

The amount of biodegradation indicated that the test
substance was readily biodegradable under the conditions
of the test.
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Kingtic;

Breakdown products:
Remarks:

Conclusions
Remarks:

Data Quality
Rdighility:
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

% Degradation
Day Test Substance Reference
Substance
7 50 76
14 59 85
21 72 81
28 73 82
Not stated

The validity of the test was demonstrated by biodegradetion
of the reference substance, an endogenous respiration of
0.9 mg/l a day 28, difference between replicate vauesin
the control group at day 28 was < 20%, and oxygen
concentrations > 0.5 mg/l in dl bottles during the test

period.

The test substance was readily biodegradable.

The endpoint has been adequatdly characterized (American
Chemisiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdiable without redtriction; guiddine study.

van Ginkel, C. G. and C. A. Stroo. 1993. Biodegradability
of Armid HT Flakesin the Closed Bottle Test. Report
number CRL F93008. Akzo Research Laboratories,
Arnhem, The Netherlands.

July 20, 2000
158
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3.5 BIODEGRADATION

Test Substance
| dentity:

Purity:
Remarks:

Method

Method/Guiddine followed:

Test type:
GLP:

Year:
Contact time:
[noculum:
Remarks

Results
Reaults

Dodecanamide, N,N-bis(2-hydroxyethyl)-
(CASRN 120-40-1)
Not stated

Method based on the CO, production test described by
Sturm, R. N. 1973. Biodegradability of Nonionic
Surfactants. Screening Test for Prediction Rate and
Ultimate Biodegradation. J. Am. Oil Chemists Soc.
50(5):159 - 167.

Aerobic ultimate biodegradability

No

1974

40 days

Acclimated raw sawage microorganisms

Preceding the test, microorganisms contained in raw
sewage are acclimated for 14 days to the specific test
substance. At the end of the acclimation period, the
acclimated sawage seed was used to inoculate the test
carboys. Concentrations of the test substance (20 mg/L), a
reference materia, dextrose (20 mg/L), and blanks (carboys
without test substance or reference materia) were prepared
inaminerd nutrient solution and inoculated with avolume
of the acclimated sewage seed. The carboys were aerated
with CO,-free air and the effluent air passes through a
series of Ba(OH), traps, which collect any evolved CO..
Periodicaly, the trap closest to the carboy was removed
and titrated with HCI to determine the amount of CO»
collected in the trap. This continued for 40 days. The
percent biodegradation was ca culated as the amount of
CO, collected in the traps divided by the amount of CO,
that could possibly be evolved based on the chemical
formula of the test substance.

Biodegradation achieved 77% by 28 days and 79.7% by the
end of the test.
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Kingtic;

Breakdown products:
Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

% Degradation
Day Test Substance
2 9
3 20
4 30
6 42
7 55
10 64
14 75
18 77
28 77
40 79.7
Not stated

The reference substance attained 77.5% degradation in 18
days.

Thetest materia showed ultimate biodegradation (>70%)
under the conditions of the sudly..

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2B
Rdigble with restrictions; basic data given, comparable to
guidelines/standards.

Bishop, W. E. 1974. Ultimate Biodegradability Via CO;
Production with Cover Letter Dated 5/123/96. EPA
document number 86960000530. Proctor and Gamble Co.,
Cincinnati, OH, U. S.

July 20, 2000
43
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3.5 BIODEGRADATION

Test Substance
| dentity:

Purity:
Remarks:

Method

Method/Guiddine followed:

Test type:
GLP:

Y ear:
Contact time:
[noculum:

Remarks:

Results
Degradation:

Amides, coco, N,N-big(hydroxyethyl)
(CAS RN 68603-42-9)
100%

Methods conformed to Modified Closed Bottle Method,

U. S. EPA TSCA 40 CFR 796, Guideline 796.3200
Aerobic ready biodegradability

No, but the report incorporated many GLP requirements
1986

28 days

Composite of settled activated dudge and garden soil. Two
liters of activated dudge were alowed to settle for 45
minutes, and supernatant was collected for use. One
hundred grams of garden soil was added to 1 | of deionized
water, mixed and alowed to settle for 30 minutes, and
supernatant was collected for use. One hundred milliliters
of each fraction was combined and aerated until use.

The study assessed the aerobic biodegradation of the test
substance in a closed bottle syslem. Duplicate BOD bottles
were used for each experimenta group. Trestment groups
consisted of ablank control, the test substance at 3 mg
active/l and a reference compound (sodium benzoate) at

3 mg activell. Test solutions were made with nutrient
minerd solution. After filling the BOD bottles, they were
placed in aBOD incubator at 20+1 °C. After 5, 15, 21 and
28 days, the dissolved oxygen concentration in each bottle
was measured using a dissolved oxygen probe. Liquid lost
during measuring was replaced with oxygen-free water.
Percent biodegradation was calculated as the quotient of the
measured biologica oxygen demand to the theoretical
oxygen demand. The theoretica oxygen demand of the test
substance was the mg O./mg test substance based on the
molecular formulathat could be used in bacterid

respiration. The test substance was considered to be readily
biodegradable if the percent biodegradation was3 60%.

The average percent biodegradation of the test substance
was 51.8% in 28 days.
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Reaults:

Kingtic;

Not stated
Breakdown products:
Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks.

The resultsindicate that the test substance was not readily
biodegradable but can be consdered inherently
biodegradable under the conditions of the test.

% Degradation

Day Test Substance Reference
Substance
5 30 75
15 55 99
21 59 109
28 52 94
Not stated

The vdidity of the test was confirmed by a percent

biodegradation of 3 60% in the reference compound,
sodium benzoate,

The test materia was inherently biodegradable.

The endpoint has been adequatdly characterized (American
Chemistry Council Faity Nitrogen Derivatives Pand,
Amides Task Group).

1B
Rdiable without restriction; comparable to guiddine study.

Pence, W. H. 1986. The Evaluation of the Biodegradation
Potentia of Test Materias Using a Modified Closed Bottle
Method. Report number 86-0836-11. Hill Top Research,
Inc., Cincinnati, OH, U. S,

July 24, 2000
136
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3.5 BIODEGRADATION

Test Substance
| dentity:

Purity:
Remarks:

Method

Method/Guiddine followed:

Test type:
GLP:

Y ear:
Contact time:
[noculum:
Remarks

Results
Degradation:

Reaults

Kinetic:
Breakdown products:
Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

Amides, coco, N-(hydroxyethyl)
(CAS RN 68140-00-1)
Not stated

Methods conformed to Coupled Units Test (Modd Sewage
Treatment Plant); corresponding to OECD Guideline 303A
Aerobic ready biodegradability

Not stated

1998

Not stated

Activated dudge

Two OECD confirmatory test units were operated in

pardld whereby the pardlelism was enhanced and assured
by atransnoculation procedure. The test materia

(10 mg dissolved organic carbon (DOC)/I) was added to the
influent of one unit while the other was fed synthetic

sewage. The DOC concentrations were measured in both
effluents.

At atest concentration of 10 mg carborvl and a hydraulic
retention time of 3 hours, the carbon dimination rate (DOC
remova) was 92 + 6%

The data demonstrated that the test substance could be
regarded as eadily biodegradable under the condition of the
biologica sewage trestment plant (author of the report).
Not stated

Not stated

The endpoint has been adequatdly characterized (American
Chemidiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).

2B
Basic data given, No study details were available;
comparableto guiddines/'standards.
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References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks:

H. Berger and Guhl. 1998. Biological Research and
Product Safety/Ecology: Unpublished Results, Test
substance registration number 7811. Henkel KGaA,
Duessddorf, Germany.

July 20, 2000
113
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3.5 BIODEGRADATION

Test Substance
| dentity:

Purity:
Remarks:

Method

Method/Guiddine followed:

Test type:
GLP:

Y ear:
Contact time:
[noculum:
Remarks

Results
Degradation:

Reaults

Kinetic;

Breakdown products:
Remarks.

Amides, C12-18, N,N-big(hydroxyethyl
(CAS RN 68155-06-6)
Not stated

OECD Guiddine 301D (dso EEC-Directive 92/69/EEC
AnnexV, PatC,EECC4.andC4- E)

Closed bottle test

Not stated

1996

28 days

Effluent

The solution of the test substance in minerd medium,
usudly a 2 or 5 mg/l, was inoculated with ardativey

smdl number of micro-organisms from the effluent of a
municipa sawage trestment plant and kept in completdy
filled, closed bottlesin the dark a constant temperature
(20°C). Degradation was followed by andysis of dissolved
oxygen over a 28-day period. The BOD, i.e. the amount of
oxygen consumed by the microbia population during
biodegradation of the test substance, corrected for oxygen
uptake by the blank inoculum run in pardld, was expressed
as apercentage of ThOD or COD.

84% degradation in 28 days at 2 mg/| active matter and
71% degradation in 28 days at 5 mg/l active matter.
Based on the data received the test substance meets the
OECD criteriafor “ready biodegradability” (> 60%
BOD/COD or BOD/ThOD within a 10 day “time
window”).

% Degradation
Day Test Substance Reference
Substance
7 21 22
14 70 4
21 70 65
28 84 71
Not stated
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Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks:

The test materia was readily biodegradable.

The endpoint has been adequatdly characterized (American
Chemisiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).

2B
Basic data given, No study details were available;
comparableto guiddines/'standards.

Steber, J. and H. Berger. 1996. Biological Research and
Product Safety/Ecology. Report number R9501453.
Henkd KGaA, Duessdldorf, Germany.

Steber, J. and H. Berger. Biologica Research and Product
Safety/Ecology: Unpublished results; test substance
regisiration number SAT 950975. Henkd KGaA,
Duessdldorf, Germany.

August 1, 2000
131
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3.5 BIODEGRADATION

Test Substance

| dentity:

Purity:

Remarks:

Method

Method/Guiddine followed:

Test type:
GLP:

Year:
Contact time:
[noculum:
Remarks.

Results
Degradation:
Reaults:

Sanitized report:  chemical name not specified.

(CAS RN 68910-93-0; Fatty acids, tdl-ail, reaction
products with polyethylenepolyamines)

Monoakylamide @80%

Didkylamide @20%

Free DEP @1.3%

Water @0.5%

In addition to the CAS number, the following was given as
the chemica name: “Reaction product of tal oil fatty acid
and aminoethylpiperazine”.

OECD Guiddine 301D and EEC Methods 4.1 and 4.2
Aerobic ready biodegradability

Yes

1990

126 days

Secondary activated dudge

The test substance was measured for ready biodegradability
in aclosad bottle test system. BOD bottles (280 ml) were
prepared to contain aminerd nutrient solution together
with the following treetments: minerd solution without
inoculum, minerd solution with inoculum, minerd solution
with test substance and inoculum, and minera solution

with sodium acetate (used as a reference substance) with
inoculum. The concentrations of the test substance and
sodium acetate were 2.0 and 6.7 mg/l, which represented
theoretica oxygen demands of 2.9 g O»/g test substance
and 0.8 g O,/g reference substance, respectively. The
amount of biodegradation was caculated astheratio of the
biochemical oxygen demand (BOD) to the theoretica
oxygen demand (ThOD). Vessds containing the test
substance were measured periodicaly for dissolved oxygen
concentrations.

Partly degraded (30 — 40%) in the test.

The resultsindicate that the test substance was not readily
biodegradable but can be consdered inherently
biodegradable under the conditions of the test
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Kingtic;

Breakdown products:
Remarks.

Conclusons
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

% Degradation
Day Test Substance Reference
Substance
5 12 69
15 33 83
28 36 90
42 38
70 36
98 34
126 34
Not stated

There was no significant degradation after day 15. The
partid biodegradation indicates the formation of a
recalcitrant intermediate, although the test substance or the
intermediate may not be recacitrant in nature. Thelack of
biodegradation was not due to toxicity of the test

compound because endogenous respiration was not
inhibited. The vdidity of the test was demonstrated by an
endogenous respiration of 0.4 mg/l at day 28, the reference
material was degraded to 90% by day 28, and the pH of the
medium was 7.5 on day 28.

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdiable without regtriction; guiddine study.

van Ginkdl, C. G. 1990. Biodegradahility of [CAS RN
68910-93-0]. Report number T 90-02-01.9. Akzo
Research Laboratories, Arnhem, The Netherlands.

July 24, 2000
149
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4.1 ACUTE/PROLONGED TOXICITY TO FISH

Test Substance
| dentity:
Purity:
Remarks:

Method
Method/Guiddine followed:

Type:

GLP:

Year:
Species/Strain/Supplier:
Andyticd monitoring:
Exposure period:
Statistical methods:
Remarks:

Erucamide (CAS RN 112-84-5)
100% commercia product (99% tota amide)
Complete characterization provided in report

ISO/DIS 10229-1 and Crossland, N. O., 1986,
Chemosphere, 14:1855

Flow-through

Yes

1994

Zebrafish (Brachydanio rerio)

Yes, GC/FID

28 days

Anaysis of Variance and Dunnett’s Test (if required)

The experiment measured the growth and growth rate of
juvenile fish after 14 and 28 days of exposure to the test
and control substances. No significant mortalities occurred
in the group of cultured fish the week prior to test initiation.
Thefollowing four experimenta groupswereusad in a
flow-through exposure system: control (dilution water),
solvent control (0.02 ml methanol/L), 32 ng/l, and 105 ny/l
(nomina concentrations). FHow rates of the test solutions
were anomina 67 mL/minute giving agpproximeately 10
volume replacements/day. Treatments were contained in
sngle 12-liter glass vessels containing 10 liters of solution.
Replicate test vessals were not used. Fish were fasted for
24 hours prior to test initiation a which time 16 fish were
randomly transferred to the test vessdls and the vessdls
were randomly placed inthetest area. Test vesselswere
aerated during thetest. Light intensity was not measured,
but ambient laboratory lighting was provided with a
photoperiod of 16 hours light/8 hours dark. Water pH,
dissolved oxygen (DO), and temperature were measured in
each test vessdl daily except weekends. Tota hardness (as
CaCO3) was measured in the control vessdl daily except
weekends. Means and ranges for temperature, pH, DO and
total hardness were 23.1 °C (22.5-23.5°C), 7.5 (7.1 —
7.8), 85 mg/l (7.7 —10.2) and 100 mg/l (86 — 108 mg/l),
respectively. The pH, DO, temperature and total hardness
remained within acceptable limits during the test.
Concentrations of the test substance in the exposure
solutions were measured on test days- 1, 0, 3, 4, 11, 13, 18,
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Results
Nomina concentrations (ng/l):
Measured concentrations (ng/l):
Unit:
Element vaue
Satidtica results:

Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

Refer ences

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

20, 25 and 27. Effect concentrations were based on mean
measured concentrations.

0 (contral), O (solvent control), 32 and 105
<1.0,<1.0,31.8and 105.3

ny/l

28-day NOEC = > 105.3 ny/l

The NOEC was not defined as no inhibitory effects of the
test substance were measured at the highest test
concentration.

The NOEC was > 105.3 ng/l. A diluter mafunction
occurred on test day 3 resulting in blockage of the dilution
water flow into the 105 ny/l treetment and causing arisein
the concentration to 218 ngy/l. Concurrently, the control
vessal became contaminated with test substanceto a
concentration of 78 ngy/l. By test day 4, concentrationsin
the control tank had falen to 0.1 ng/l. The short exposure
of the control fish to the test substance was not thought to
have affected the test results. Concentrations of test
solutions averaged 96 and 105% in the two trestment levels
(range 56 — 160%).

The endpoint has been adequately characterized.
(American Chemistry Council Fatty Nitrogen Derivatives
Pandl, Amides Task Group).

1A
Rdiable without redtriction; guideine study.

Marsndl, S. J. and S. R. Harding. 1994. The Chronic
Toxicity of UNISLIP 1753 to Brachydanio rerio Under
Continuous Flow Conditions: 28 Day Growth Test. Report
number CT/N25/01. Unilever Research, Port Sunlight
Laboratory, Merseyside, UK.

July 20, 2000
34
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4.1 ACUTE/PROLONGED TOXICITY TO FISH

Test Substance
| dentity:

Purity:
Remarks:

Method
Method/Guiddine followed:

Type:

GLP:

Year:
Species/Strain/Supplier:
Andyticd monitoring:
Exposure period:
Statigticad methods:
Remarks.

Results
Nomina concentrations (mg/l):

Mesasured concentrations (mg/l):

Unit;

Element vdue
Statigticd results:
Remarks

Conclusions
Remarks:

Amide, coco, N,N-bighydroxyethyl)
(CAS RN 68603-42-9)
Not stated

Methods conformed to EU Commission Directive
92/69/EEC, Method C.1, method corresponds to OECD
Guiddine 203

Static-renewal

Not stated

1999

Zebrafish (Brachydanio rerio)

Not stated

96 hours

Not stated

The experiment measured the 96-hour acute toxicity of the
test substance to Zebrafish in a static-renewal test system.
Test solutions were renewed fresh every 24 hours. Ten fish
were exposed to each trestment level. Mortdities were
recorded at least every 24 hours. The following vaues
were calculated:

LCo = Highest concentration showing no mortality

L Cso = Concentration showing 50% mortality

LC100 = Lowest concentration in which dl animas died.

Not stated

Not stated

mg active matter/|

96-hour LCso

96-hour LCsg = 6.7 mg active matter/|
Additiond results caculated were:
LCo = 5.6 mg active matter/|

LC100 = 8.0 mg active matter/I

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
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Data Quality

Rdiability (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks:

2B
Rdiable with redtrictions; basic data given, comparable to
guiddines/gandards.

Steber, J. and H. Berger. 1999. Biological Research and
Product Safety/Ecology: Report number 1986/2497.
Henkel KGaA, Duessdldorf, Germany.

Steber, J. and H. Berger. 1999. Biologica Research and
Product Safety/Ecology: unpublished results;, Test
substance registration number F 6650. Henkel KGaA,
Duessddorf, Germany.

July 24, 2000
137
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4.1 ACUTE/PROLONGED TOXICITY TO FISH

Test Substance
| dentity:

Purity:
Remarks:

Method
Method/guideine followed:
Type:
GLP:
Year:
Species/Strain/Supplier:
Anaytica monitoring:
Exposure period:
Statistical methods:

Remarks:

Oleamide, N,N-bis(2-hydroxyethyl)-
(CASRN 93-83-4)
100%

Not stated

Static

No

1992

Fathead minnow (Pimephal es promelas)/laboratory culture
No

96 hours

LCsp vaues were caculated using either the Trimmed
Spearman-Karber Method or the log-probit transformation
The experiment measured the acute toxicity of the test
substance to Fathead minnows during a 96-hour exposure
period. Treatment levels conssted of a dilution water
control and 0.625, 1.25, 2.50, 5.00, and 10.0 mg/| of test
substance. Twenty fish were exposed to each test level.
Dilution water was dechlorinated Milwalkee tap water.
Test vesselswere glass aquaria holding 15 liters of test
solution. Fish were fed twice daily prior to testing, but
were not fed during the test. The photoperiod was 12 hours
light/dark during fish acclimation and testing. After test
intiation, fish were observed every 24 hours for
mortalities. Dead fish were removed and weighed when
observed. Surviving fish were weighed at the end of the
test. Temperature and dissolved oxygen was measured in
each test vessdl every 24 hours. Water pH, total dkdinity
and hardness were measured at the beginning and end of
the test in each test solution. The following values
represented conditions during the test:

Mean fish weight =0.183 g

Mean temperature = 20.3 °C

Mean dissolved oxygen = 8.74 mg/l

AveragepH =84

Mean dkdinity = 115.8 mg CaCOs/I

Mean hardness = 164.4 mg CaCOs/l.
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Results
Nomina concentrations (mg/l):

Measured concentrations (mg/l):

Unit;
Element vdue
Satigticd results;

Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

0 (control), 0.625, 1.25, 2.50, 5.00, 10.0

Not stated

mg/l

96-hour LCso

96-hour LCsp = 2.6 mg/l (95% confidence interval =2.10 —
3.22mg/l)

Additiond LCsg values were determined to be:

24-hour LCso = 7.1 mg/l (no confidence interval)

48-hour LCsp = 3.0 mg/l (2.29 —3.94 mg/l)

72-hour LCsp = 2.6 mg/l (2.10 — 3.22 mg/l)

The endpoint has been adequatdly characterized (American
Chemisiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).

2B
Rdiable with redtrictions; basic data given, comparable to
guiddine standards.

Goodrich, M., K. Kosteretz and J. Lech. 1992.
Supplementd Information: Letter submitting Toxicity of
[CAS number 93-83-4] in Fathead Minnows (Find Report)
(Sanitized). U. S. EPA document number 89-920000188S.
NIEHS Aquatic Biomedical Core Center. University of
Wiscongn, Milwaukee, WI, U. S.

July 20, 2000
2
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4.1 ACUTE/PROLONGED TOXICITY TO FISH

Test Substance

| dentity:

Purity:

Remarks:

Method

Method/Guiddine followed:

Type:

GLP:

Year:
Species/Strain/Supplier:
Andyticad monitoring:
Exposure period:
Statigtical methods:

Remarks:

Sanitized report:  chemical name not specified.

(CAS RN 68910-93-0; Fatty acids, tdl-ail, reaction
products with polyethylenepolyamines)

Monoakylamide @80%

Didkylamide @20%

Free DEP @1.3%

Water @0.5%

In addition to the CAS number, the following was given as
the chemica name: “Reaction product of tal oil fatty acid
and aminoethylpiperazine’.

EEC Method C.1 and OECD Guiddine 203

Static-renewal

Yes

1990

Brachydanio rerio (Zebrafish)

No

96 hours

LCso caculated usng an LCsq program of Griffioen (RIZA)
based on amodd of Kooyman (1981)

The experiment measured the acute toxicity of the test
substance to fish over a 96-hour exposure period. Fresh
test solutions were made at 48 hours. Five concentrations
of the test substance and a control group were used in the
test: O (contral), 0.18, 0.32, 0.56, 1.0, and 1.8 mg/l. Seven
fish were exposed to each treatment and control group. No
replicates were used. Test vessels were 5-liter glass aguaria
containing 3 liters of test medium. Vessds were covered
with aglass plate during the test. Dilution water used in

the test was synthetic water (“Dutch Standard Water”)
having a pH of gpproximately 8.2 and a hardness of 13°dH.
The biomass |oading during the test was gpproximately

0.7 g of biomass/l. The test medium was not aerated and
the fish were not fed during the test. Test vessels were
placed in atemperature controlled area between 21 and

25 °C. A photoperiod of 12 hours light/12 hours dark was
provided by fluorescent lights. Measurements of pH and
dissolved oxygen were made daily, and temperature was
continuoudy measured in one test vessd. Dissolved
oxygen ranged from 5.9 to 8.9 mg/l, pH ranged from 7.5 to
8.1 and temperature ranged from 21 to 23 °C.
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Results
Nomina concentrations (mg/l):
Measured concentrations (mg/l):
Unit:
Element value
Setidtica results

Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

0 (control), 0.18, 0.32, 0.56, 1.0, and 1.8 mg/l

No

mg/l

96-hour LCso

96-hour LCso = 0.43 mg/l

(95% confidence limits: 0.35 and 0.53 mg/l)

The highest concentration causing no mortdity (no
observed effect concentration) after 96 hours was

0.32 mg/l. 100% mortality occurred in the 0.56, 1.0 and
1.8 mg/l treatment groups. In addition, at concentrations of
0.56 and 1.0 mg/l, fish showed reduced activity from

4 hours after initiation until they died. Thefallowing LCsg
vaues a earlier exposure times were caculated:

26-hour LCso = 0.55 mg/l (0.47 —0.64 mg/l)

48-hour LCsp = 0.49 mg/l (0.41 —0.58 mg/l)

72-hour LCsp = 0.49 mg/l (0.41 —0.58 mg/l)

The qudity of the batch of fish used in the test was checked
by means of atest with areference substance (potassum
dichromate). Results were in accordance with expected
criteria

The endpoint has been adequatdly characterized (American
Chemisiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdliable without redtriction; guiddine study.

Mark, U. and E. E. Hantink-de Rooij. 1990. Acute
Toxicity of [CAS RN 68910-93-0] to Fish. Report number
T 90-2-1.9. Akzo Research Laboratories, Arnhem, The
Netherlands.

July 24, 2000
150
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4.2 TOXICITY TO AQUATIC INVERTEBRATES

Test Substance
| dentity:

Purity:
Remarks:

Method
Method/Guiddine followed:

Test type:

GLP:

Year:

Anaytica procedures.
Species/Strain/Supplier:
Tedt detalls:

Statistical methods:
Remarks:

Results
Nomina concentrations (mg/l):

Mesasured concentrations (mg/l):

Unit:
ECso (24-hour):
Remarks:.

Conclusions
Remarks:

Amides, coco, N,N-bighydroxyethyl)
(CAS RN 68603-42-9)
Not stated

German Standard methods for the examination of water,
waste water and dudge; bioassays (group L); determination
of the effect of substances in water on microcrustaceans
(Daphnia-Shorttime- Test)(L 11); Corresponds to OECD
Guiddine 202, Part 1.

Satic

Not stated

1999

Not stated

Daphnia magna

Static

Not stated

Approximately 20 daphnids per concentration were
exposed to arange of concentrations of the test substance in
water for 24 hours. Immobilities (loss of ability to swim)
were recorded. The following endpoints were determined:
ECo = highest test concentration having no immohbility

ECso = concentration showing 50% immohility

EC100 = lowest test concentration having 100% immobility.

Not stated

Not stated

mg active matter/|

3.3 mg active matter/|

In addition to the ECsp, the following endpoints were
determined:

ECo = 2.0 mg active matter/|

EC100 = 5.6 mg active matter/I

Results were given in a one-page summary report.

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
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Data Quality

Rdiability (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks:

2B
Rdiable with redtriction; basic data given, comparable to
guiddines/standards.

Steber, J. and H. Berger. 1999. Biological Research and
Product Safety/Ecology: Report number 1986/2497.
Henkel KGaA, Duessddorf, Germany.

Steber, J. and H. Berger. 1999. Biologica Research and
Product Safety/Ecology: unpublished results; Test
substance registration number F 6650. Henkd KGaA,
Duessdldorf, Germany.

July 24, 2000
138
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4.2 TOXICITY TOAQUATIC INVERTEBRATES

Test Substance
| dentity:

Purity:
Remarks:

Method
Method/Guiddine followed:

Test type:
GLP:

Year:

Anaytica procedures.
SpeciedStrain:

Test detalls.

Statistical methods:

Remarks:

Results
Nomina concentrations (mg/l):

Mesasured concentrations (mg/l):

Unit;
LCso (48-hour):
Remarks:

Conclusions
Remarks:

Amides, coco, N,N-big(hydroxyethyl)
(CASRN 68603-42-9)
Not stated

Test methodology followed: Pdtier, W. H. and C. W.
Weber, EPA/600/4-85/013, 1985, U. S. EPA
Environmental Monitoring and Support Laboratory,
Cincinneti, Ohio

Stic

No

1986

No

Daphnia pulex

Satic

LCsp vaues determined using the trimmed Spearmant
Karber andyss of acute toxicity data (Hamilton, M. A.,
R. C.Russo and R. V. Thurgton. 1977. Environ. Sci.
Technol. 11:714-718)

Dilution water hardness ranged from 35 — 40 mg/l as
CaCOs3. Find disxolved oxygen and pH measurements
ranged from 3.7 — 7.5 mg/l and from 7 — 8, respectively, for
the highest test concentration. Temperature was
maintained a 20— 21 °C.

Not stated

Not stated

mg/l

Two tests were run, the results of each were:
215 mg/l

2.64 mg/l

48-hour LCsp = 2.15 and 2.64 mg/l.

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
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Data Quality

Rdiability (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks:

2C
Rdiable with redtrictions, comparable to guiddine study
with acceptable redtrictions.

Moore, S. B., R. A. Diehyl, J. M. Barnhardt and G. B.
Avery. 1986. Acute and Chronic Aquatic Toxicities of
Textile Surfactants. Book of Papers. 1986 Internationa
Conference & Exhibition, AATCC. October 28 - 31.
pp. 290 - 293. Atlanta, GA, U. S.

July 24, 2000
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4.2 TOXICITY TO AQUATIC INVERTEBRATES

Test Substance
| dentity:

Purity:
Remarks:

Method
Method/Guiddine followed:
Test type:
GLP:
Year:
Andytical procedures.
Species/Strain:
Test details:
Statistical methods:

Remarks:

Amidoamine (CAS RN 71820-35-4; Fatty acids, tdl-ail,
low boailing, reaction products with 1- piperzinesthanamine)
100%

OECD Guideline 202 and EEC Method C.2

Static

Yes

1993

Not stated

Daphnia magna/l.R.CH.A.

Satic

Thompson, W. R. 1947. The use of moving averages and
interpolation to estimate median — effective dose. Bact.
Reviews. 11, 115 - 145

The experiment measured the acute toxicity of the test
substance to Daphnia magna in a 48-hour static exposure
test. Daphnidswere cultured at the |aboratory in
recongtituted water. They were fed daily with a suspenson
of mixed dgee. Gravid adults were isolated 24 hours prior
to initiation; young daphnids produced overnight were used
for testing. Groups of daphnids were exposed to nine
concentrations of the test substance and a dilution water
control. The nomind test concentrations were O (control),
0.10, 0.18, 0.32, 0.56, 1.0, 1.8, 3.2, 5.6 and 10 mg/I.
Exposure solutions were prepared in recongtituted water.
The test materia was suspected to adsorb to glassware and
S0 saturation of the adsorption sites was achieved by
soaking the test vessals overnight prior to the start of the
test with the test solutions. At O-hours, the test vessals
were emptied, rinsed with the solution to be tested and then
refilled with the fresh test solution.  Trestments were
replicated twice with 10 daphnids per replicate

(20 daphnids per experimenta group). Test vesselswere
glassjars containing 200 ml of solution and covered to
reduce evaporation. A 16-hour light/8-hour dark
photoperiod was provided during testing. Dissolved
oxygen (DO) and water pH were measured at the start and
at test termination. Temperature was recorded daily. The
target test temperature was 21 °C. Dissolved oxygen
ranged from 7.9 — 8.4 mg/l, pH ranged from 7.8 - 7.9, and
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Results
Nominal concentrations (mg/l):

Measured concentrations (mg/l):

Unit;

ECso (48-hour):
NOEC (48-hour):
Statigticd results:
Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

temperature remained a 21 °C during the test. Daphnids
were consdered immohilized if they were unable to swvim
for approximately 15 seconds after gentle agitation. Effect
concentrations were based on nomina concentrations.

0 (contral), 0.10, 0.18, 0.32, 0.56, 1.0, 1.8, 3.2, 5.6, and 10
No

my/l

0.30 mg/l (95% confidence limits, 0.26 — 0.34 mg/l)

0.18 my/l

Described above

The 24-hour ECsp = 0.52 mg/l, with 95% confidence limits
of 0.46 and 0.59 mg/l. The 24-hour NOEC = 0.32 mg/I.
100% immohilization occurred in the 0.56, 1.0, 1.8, 3.2,
5.6, and 10 mg/l treatments, 60% immobilization occurred
in the 0.32 mg/l trestment. No immobilized daphnids were
found at O (controal), 0.10 and 0.18 mg/l.

The endpoint has been adequatdly characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdliable without regtriction; guiddine study.

Sewel, I. G. and D. Grant-Sdmon. 1993. The Acute
Toxicity of [CAS RN 71920-35-4] to Daphnia magna.
SafePharm Laboratories, Derby, UK.

July 24, 2000
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4.3 TOXICITY TO AQUATIC PLANTS (ALGAE)

Test Substance
| dentity:

Purity:
Remarks:

Method
M ethod/Guiddine followed:

Test type:

GLP:

Year:
Species/Strain/Supplier:
Element bass
Exposure period:
Andyticd monitoring:
Statistical methods:
Remarks:

Results
Nomind concentrations (mg/l):

Measured concentrations (mg/l):

Unit:

Element vaue

Reault:

Satisfactory control response:;
Satidtica results:

Remarks:

Conclusions
Remarks:

Amides, coco, N-(hydroxyethyl)
(CAS RN 68140-00-1)
Not stated

German Standard methods for the examination of water,
waste water and dudge; bioassays (group L); determination
of the inhibitory effect of water congtituents on green dgae
(algee growth-inhibition test (L9); DIN 38412 part 9;
methods correspond to OECD Guiddine 201

Satic

Not stated

1998

Scenedesmus subspicatus

Determined on cdll biomass.

72 hours

Not stated

Not stated

Algae exposed to arange of concentrations (three
replicates/concentration) in aminerd nutrient solution for

72 hours. Cdl counts were made daily and trestment levels
were compared to the control group.

Not stated

Not stated

mg active matter/|

72-hour B,Csg

72-hour B,Cso = 1.1 mg active matter/|

Unknown

72-hour B,Cso = 1.1 mg active matter/|
Additiona endpoints determined in the study included:
72-hour B,Co = 0.3 mg active matter/|

72-hour B,C100 = 8.7 mg active matter/|

Results were given in a one-page summary report.

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
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Data Quality

Rdiability (Klimisch):
Remarks:

References

Other
Last changed:

Order number for sorting:

Remarks:

2B
Rdiable with redtrictions; basic data given, comparable to
guiddines/standards.

H. Berger and Guhl. 1998. Biological Research and
Product Safety/Ecology: Unpublished Results, Test
Substance Regigtration number 6648. Henkel KGaA,
Duessdldorf, Germany.

July 21, 2000
118
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4.5.2 CHRONIC TOXICITY TO AQUATIC INVERTEBRATES

Test Substance
| dentity:
Purity:
Remarks:

M ethod
Method/Guiddline followed:
Test type:
GLP:
Year:
Anaytica procedures.
SpeciedStrain:
Test detalls.
Statigtical methods:
Remarks.

Erucamide (CAS RN 112-84-5)
100% commercia product (99% tota amide)
Complete characterization provided in report

OECD Guiddine 202

Static-renewal

Yes

1996

Yes, GC/FID

Daphnia magna/Clone 5

Static-renewal

Analysis of Variance and Dunnett’s Test, as gppropriate
The experiment measured the surviva and reproduction of
Daphnia magna over a 21-day exposure to the test and
control substances. Daphnids were cultured in the
laboratory using Elendt M7 medium and adaily feeding
regiment of green dgd cdls (Chlorella vulgaris). Four
experimental groups. control (Elendt M7 medium), solvent
control (0.1 ml methanol/l), 33 ngy/l, and 100 ng/l (nomina
concentrations) were used in agtatic-renewa exposure
system. All test solutions were prepared with Elendt M7
medium. Replicate test vessels consisted of 4 0z glass
bottles containing 100 ml of test solution. There were

10 replicates per experimenta group. On the day of test
initiation, neonate daphnids were removed from cultures
and placed in acrygdlizing dish containing Elendt M7
medium. One daphnid was placed in each replicate test
vessd, and each vessd was randomly placed in the testing
area. Light intensity was not measured, but ambient
[aboratory lighting was provided with a photoperiod of

16 hours light/8 hours dark. Each day, test solutions were
renewed, and the daphnids werefed 1.7~ 10° cdlgml of
Chlorella vulgaris. Adult surviva and reproduction was
assessed each day and neonates were removed daily. The
pH, dissolved oxygen (DO) and total hardness (as mg/l
CaCO3) were measured on test days 0, 1, every Tuesday
and Friday and on day 21. Means and ranges for
temperature, water pH, DO and totd hardnesswere 19.7 °C
(145-25.0°C), 7.6 (7.2-8.1),82mg/l (45-9.3 mg/)
and 245 mg/l (234 — 256 mg/l) as CaCOs, respectively.
Concentrations of the test substance in exposure solutions
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Results
Nomina concentrations:
Measured concentrations:
Unit;
NOEC:

Remarks:

Conclusions
Remarks:

Data Quality
Rdiability (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

were measured on test days0, 1, 5, 9, 12, 16 and 19 in both
the old and the new solutions. Effect concentrations were
based on mean measured concentrations.

0 (control), 0 (solvent contral), 33 and 100 ny/l
<0.1,<0.1,232and 79.7 ny/l

ny/l

NOEC =80 ng/l. No inhibitory effects of the test
substance were measured at the highest test concentration.
Thus, the NOEC was empiricaly estimated to be 80.0 ny/l.
Analyses of the test solutions indicated that concentrations
of the test substance in the fresh solutions averaged 83.5%
of nomind and old solutions averaged 65.2% of nomind.
A mdfunction in a temperature controller caused a
deviation from the specified temperature range during the
test. Thiswas not consdered to have had a significant
impact on the outcome of the study.

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdliable without redtriction; guideine study.

Marshdl, S. J and S. R. Harding. 1996. The Chronic
Toxicity of UNISLIP 1753 to Daphnia magna. Study
number CT/N25/02. Unilever Research, Port Sunlight

Laboratory, Merseyside, UK.

July 20, 2000
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:
Purity:
Remarks:

Method
Method/guiddinefollowed:
Type:

GLP:

Year:

Species/Strain:

Sex:

No. of animals per sex per dose:
Vehide

Route of adminigtration:
Remarks

Results
Vdue
Number of deaths:
Remarks.

Conclusions
Remarks:

Armid 18 (CAS RN 124-26-5; Stearamide)
Not stated

FHSA, 16 CFR 1500.3(c)(2)(i)

LDsg limit test

Yes

1983

Sprague-Dawley rat

Mde and femde

5

Corn ail

Ord gavage

Five mderats (217 to 234 g) and five femderats (203 to
230 g) were administered the test material as a 50% w/v
formulation in corn oil a a dosage of 10.0 g/kg body
weight. All animaswere fasted from feed for
approximately 17 hours prior to trestment. Animalswere
observed for gross signs of toxicity and desth at
approximately 1 %40 2, 2 %40 3 and 5 %40 6 Yzhours
following trestment and once daily thereafter for 14 days.
At the end of the 14-day observation period the rats were
weighed, killed and a gross necropsy was performed.

LDso > 10 g/kg

0

No deaths occurred. No clinical changes were observed in
the femderats. Transent diarrheawas observed in the
mae rats on the day of dosing. All rats gained weight.
Gross necropsies at the end of the study revealed no gross
dterdions.

The meterid isnot classfied astoxic by ord adminigration
(author of the report). The endpoint has been adequately
characterized (American Chemisiry Council Fatty Nitrogen
Derivetives Pand, Amides Task Group).
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Data Quality

Rdiability (Klimisch):
Remarks,

References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remaks

1C
Rdiable without restriction; test procedure according to
national standards.

Conine, D. L. Acute Ord Toxicity Screen in Rats of Armid
18. 1983. Report number 83-0488-21. Hill Top Research,
Inc., Cincinnati, OH, U. S,

July 24, 2000
54
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:
Purity:
Remarks:

Method
Method/guiddine followed:
Type:
GLP:
Year:
Species/Strain:
Sex:
No. of animals per sex per dose:
Vehide
Route of adminigtration:
Remarks

Results
Vdue

Number of desths:
Remarks:

Conclusions
Remarks:

Data Quality
Rdighility:
Remarks.

Oleamide DEA (CAS RN 301-02-0; Oleamide)
Concentration = 100%

Not stated

LDso

Not stated

Not stated

Sprague Dawley Rats

Mde and Femde

5

None — dosed undiluted

Ord gavage

Fve male and five femde rats per dose group were
administered asinge ord dose of the test substance.
Multiple dose levels were used to determine an L Dsp.
Animaswere fasted from feed 16 hours prior to dose
adminigration and alowed only water. Rats were observed
for generd hedth and activity one hour after administration
and daly for 14 days.

LDsg =124 mI/kg

95% confidence limits = 11.1 — 13.9 ml/kg
Not stated

LD cdculaed usng the method of Wall.

The endpoint has been adequately characterized (American
Chemigtry Council Faity Nitrogen Derivatives Pand,
Amides Task Group).

2B
Rdiable with restrictions. basic data given, comparable to
guiddines.
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References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks,

Acute Ord Toxicity (LDsp) of Oleamide DEA to Rats.
CTFA Code number 2-32-118. CIR Safety Data Test
Summary Response Form.

July 24, 2000
77b
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:
Purity:
Remarks:

Method
Method/guiddine followed:

Type:

GLP:

Year:

SpeciedStrain:

Sex:

No. of animals per sex per dose:
Vehide

Route of adminigtration:
Remarks.

Results
Vdue
Number of deaths;
Remarks

Conclusions
Remarks:

Erucamide (CAS RN 112-84-5)
Approximately 99%

EEC Test method B.1 as described in the Annex of EEC
Directive 84/449

LDso limit test

Yes

1988

Widtar rat

Mdeand femde

5

Corn ail

Ord gavage

Five mae and five femade young adult rats (9 weeks old a
sudy sart) were utilized for this sudy. Animaswere
fasted overnight prior to dosng until gpproximately three
hours after adminigtration of the test substance. The test
substance was sugpended in corn oil and administered twice
within 24 hours. The dose level was 5000 mg/kg body
weight (dosed twice at 2500 mg/kg) and each time the dose
volume was 10 mi/kg body weight. Clinica observations
were performed on the day of dosing approximately once
every two hours and once daily thereafter for 14 days.
Individua body weights were measured weekly. At the
end of the sudy dl animaswerekilled by CO, inhdaion
and subjected to a necropsy.

LDsp > 5000 mg/kg

0

No degths occurred and no signs of systemic toxicity were
observed during the 14-day observation period. All
animals showed body weight gain. Macroscopic
examindion of animas at termination did not reved any
abnormalities that were considered to be treatment-rel ated.

Under the conditions of this study it is concluded that the
test substance has no toxic effect when administered as two
ora doseswithin 24 hoursto therat at atota dose leve of
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Data Quality
Reiability (Klimisch):
Remarks.

References

Other Available Reports

Other
Lagt changed:

Order number for sorting:

Remarks

5000 mg/kg body weight (author of the report). The
endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdiable without regtriction; guiddine study.

Reijnders, J. B. J. Acute Ord Toxicity of UNISLIP 1753
in Rats. 1988. Report number 0812/1044. RCC NOTOX
B.V., ‘s-Hertogenbosch, The Netherlands.

July 24, 2000
36a
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks:

M ethod
Method/guideline followed:
Type:
GLP:
Year:
SpeciedStrain:
Sex:
No. of animals per sex per dose:
Vehide
Route of adminigtration:
Remarks.

Results
Vdue
Number of deaths:
Remarks.

Armid HT (CAS RN 61790-31-6; Amides, talow,

hydrogenated)
Not stated

OECD Guiddine No. 401 “Acute Ord Toxicity”

LDso limit test

No

1985

Sprague-Dawley rat

Mae and femdle

5

Methylcdlulose

Ord gavage

A prdiminary study was conducted using groups of two
male and two femalerats at dose levels of 0.5, 1.0 and
5.0 g/kg. Based on the results of this prdiminary sudy, a
group of five mae and five femae rats (gpproximately 4 —
6 weeksin age, 100 — 117 g body weight) were
administered a single dose of the test substance at a dose
level of 5.0 g/kg body weight. The test substance was
prepared as a 50% wiv suspenson in 1% methylcdlulose
and adminigtered a a volume not exceeding 10.0 mi/kg.
Animas were acclimated to the experimentd environment
for at least five days prior to Sudy initiation. They were
fasted from food overnight prior to dosing and for four
hours post-dose. Animals were observed soon after dosing,
then at frequent intervals for the remainder of the day of
dosing. Animalswere observed at least twice daily
thereefter for 14 days for mortdity and toxicity. Animads
were subjected to a complete gross necropsy following the
14-day observation period.

LDsp > 5 g/kg body weight

0

All animas aurvived. Clinicd sgnsinduding piloerection
and hunched posture were observed in dl animasuntil day
5. After thistime al animas gppeared norma and gained
weight through day 14. Necropsy yielded no abnormal

findings
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Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks.

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks.

The endpoint has been adequately characterized (American
Chemigry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2A
Rdiable with restrictions; acceptable, well-documented
study report which meets basic scientific principles.

Kynoch, S. R. 1985. Acute Oral Toxicity to Rats of Armid
HT. Report number 85268D/AKZ 190/AC. Huntingdon
Research Centre, Cambridgeshire, UK.

July 25, 2000
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks:

Method
Method/guideline followed:

Type:

GLP:

Year:

Species/Strain:

Sex:

No. of animals per sex per dose:
Vehide

Route of adminitration:
Remarks

Results
Vdue
Number of deaths;
Remarks

Carsamide SAL-7 (CAS RN 120-40-1; Dodecanamide,
N,N-bis(2-hydroxyethyl)-)

70%

Compostion included 25% water and 5% DEA

According to the procedure suggested in: Hagan, E. C.
1959. Acute Toxicity; Apprasd of the safety of chemicds
in foods, drugs and cosmetics. 17 —25.)

LDsg limit test

No

1979

Widar dbino rat

Mdeand femde

5

None

Ord gavage

Five mde and five femde rats (182 — 220 g) were
administered a single dose of the test substance in agqueous
solution at aleved of 5.0 g/kg body weight. The test
ubstance was used asrecelved. Animas were acclimated
to slandard laboratory conditions for aminimum of seven
days and fasted overnight prior to dosng. Animaswere
observed for signs of pharmacologic activity and drug
toxicity 1, 3, 6 and 24 hours post-dose and once daily
thereafter for 14 days. Animalswere subjected to a
complete gross necropsy following the 14-day observation

period.

LDsp > 3.5 g /kg active ingredient.

3 (2femde, 1 mde)

One male and two femaes died by day 4. Sight depresson
was observed in eight of the ten animals tested through day
3, after which time the animds that survived the 14-day
observation period appeared norma and gained body
weight. Necropsy observations included pyloric and
intestind mucosa severely reddened in one femde that
died. No other gross changes were observed in any other
animas. The LDsg of the origind solution (70%) was

0.5 gkg.
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Conclusons
Remarks: The endpoint has been adequately characterized (American
Chemistry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdiahility (Klimisch): 2C
Remarks. Rdiable with redtrictions, comparable to guiddine study
with acceptable restrictions.
References Lewis, C. A. and A. L. Padanker. Acute Ord Toxicity

(Rat). 1979. Report number 7936-10. Consumer Product
Tedting, Fairfied, NJ, U. S.

Other Available Reports

Other
Lagt changed: August 14, 2000
Order number for sorting: 45b

Remarks
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks:

Method
Method/guideline followed:

Type:

GLP:

Year:

SpeciesStrain:

Sex:

No. of animals per sex per dose:
Vehide

Route of adminigration:
Remarks

Results
Vdue
Number of desths:

Remarks:

Conclusions
Remarks:

Monamid 716 (CAS RN 120-40-1; Dodecanamide, N,N-

biS(2- hydroxyethyl)-)
Not stated

Testing guiddine not reported (According to procedure
suggested in: Hagan, E. C. 1959. Acute Toxicity;
Appraisa of the safety of chemicalsin foods, drugs and
cosmetics. 17 —25.))

LDsg limit test

Not stated

1976

Ras/Wistar

Mdeand femde

5

Not stated

Ord gavage

Five mae and five femde rats (188 - 284 g) were
administered asingle oral dose of the test substance a a
leve of 5.0 mi/kg body weight after being fasted overnight.
Animaswere observed for Sgns of pharmacologic activity
and drug toxicity at 1, 3, 6 and 23 hours post-dose.
Observations were made daily thereafter for atota of 14
days. A complete gross necropsy was performed at the end
of the 14-day observation period.

LDso > 5 ml/kg

0

No deaths occurred and no clinica changes were observed
in the male or femae rats throughout the 14-day
observation period. All rats gained weight.

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
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Data Quality

Rdiability (Klimisch):
Remarks,

Refer ences

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks,

2A

Rdiable with restrictions; acceptable, well-documented
publication/study report which meets basic scientific
principles.

Pdanker, A. L. Acuteord toxicity. 1976. Report number
7667- 8/8. Consumer Product Testing Company, Inc.,
Fairfield, NJ, U. S.

July 24, 2000
46A
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks:

M ethod
Method/guideline followed:
Type:
GLP:
Year:
SpeciedStrain:
Sex:
No. of animals per sex per dose:
Vehide
Route of adminigtration:
Remarks.

Results
Vdue
Number of deaths:
Remarks

Conclusions
Remarks:

Data Quality
Reiability (Klimisch):
Remarks.

Monamid 705 (CAS RN 68603-42-9;
Amides, coco, N, N-bighydroxyethyl))
Not stated

Not stated

LDso limit test

Not stated

1977

Rats/Wistar

Male and femde

5

None

Ord gavage

Five mae and five femde rats (206 - 242 g) were
administered asingle ora dose of the test substance a a
level of 5.0 g/kg body weight. The materia was used as
received. Animalswere observed for 14 days.

LDso > 5 g/kg

0

No deaths occurred and no clinical changes were observed
in the mde or femde rats throughout the 14-day
observation period.

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2B
Reliable with redtrictions; basic data given, comparable to
guidelines/standards.
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References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks,

Lewis, C. A.and A. L. Paanker. 1977. AcuteOrd
Toxicity (rat). Report number 77325. Consumer Product
Testing Company, Inc., Fairfield, NJ, U. S.

July 25, 2000
144b
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks:

Method
Method/guiddine followed:

Type:

GLP:

Year:

SpeciesStrain:

Sex:

No. of animals per sex per dose:
Vehide

Route of adminigration:
Remarks:

Results
Vdue
Number of deaths:
Remarks

Carsamide SAC (CAS RN 68603-42-9; Amides, coco, N,
N-big(hydroxyethyl))

95% (this was handwritten on the article)

Test substance also consisted of 5% DEA (this was
handwritten on the article).

Procedure suggested in: Hagan, E. C. 1959. Acute
Toxicity; Appraisd of the safety of chemicalsin foods,
drugs and cosmetics. 17 — 25.

LDso limit test

No

1977

Albino rat

Mdeand femde

5

None

Ord gavage

Five mae and five femde rats (150 — 300 g) were
adminigtered a single dose of the test substance at alevel of
5.0 glkg body weight. The test substance was used as
received. Animaswere acclimated to standard |aboratory
conditions for aminimum of seven days and fasted
overnight prior to dosing. Animas were observed for Sgns
of pharmacologic activity and drug toxicity 1, 3, 6 and 24
hours post-dose and once daily theresfter for 14 days.
Animals were subjected to a complete gross necropsy
following the 14-day observation period.

LDso > 5.0 g/kg

1

One maledied by day 6. Slight depression was observed in
al animals tested a 24 hours post-dose, after which time

al animas gppeared normd. All animas that survived the
14-day observation period gained body weight. No
necropsy observations were reported.
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Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks,

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks.

The test substance may not be considered an ordly toxic
materid to rats under the conditions of thistest (author of
the report). The endpoint has been adequately
characterized (American Chemisiry Council Fatty Nitrogen
Derivatives Pand, Amides Task Group).

2A
Rdiable with restrictions; acceptable, well-documented
study report which meets basic scientific principles.

Pdanker, A. L. Acute Ora Toxicity (Rat). 1977. Report
number 7774-2. Consumer Product Testing Company,
Inc., Fairfield, NJ, U. S.

July 25, 2000
144c
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks:

Method
Method/guideline followed:

Type:

GLP:

Year:

SpeciesStrain:

Sex:

No. of animals per sex per dose:
Vehide

Route of adminigration:
Remarks:

Results
Vdue
Number of deaths;
Remarks

Monamid 150-ADD (CAS RN 68603-42-9;
Amides, coco, N, N-bighydroxyethyl))
Not stated

Testing guiddine not reported (According to procedure
suggested in: Hagan, E. C. 1959. Acute Toxicity;
Appraisd of the safety of chemicasin foods, drugs and
cosmetics. 17—25.)

LDsg limit test

Not stated

1976

Widter rat

Mae and Femde

5

None

Ord gavage

Five mae and five femderats (176 - 196 g) were
administered a Sngle dose of the test substance at alevel of
5.0 mi/kg body weight. The materid was used as received,
diluted in solvent where gppropriate. Animals were fasted
overnight prior to dosing. Animas were observed for Sgns
of pharmacologic activity and drug toxicity & 1, 3, 6 and
24 hours post-dose. Daily observations were made for

14 days thereafter. Animaswere sacrificed and a complete
gross necropsy was performed following the 14-day
observations period.

LDsg >5 ml/ kg

All animas survived.

All animds gppeared norma throughout the 14 day except
for dight depression seenin dl animas at the 24-hour post-
dose observation period.
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Conclusions
Remarks: The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdiahility (Klimisch): 2A
Remarks Rdiable with redtrictions; acceptable, well-documented
publication that meets basic scientific principles.
References Pdanker, A. L. Acute Ord Toxicity (Rat). 1976. Report

number 7667-4/8. Consumer Product Testing Company,
Inc., Fairfield, NJ, U. S.

Other Available Reports

Other
Last changed: Jduly 25, 2000
Order number for sorting: 145

Remarks,
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks:

M ethod
Method/guiddine followed:
Type:
GLP:
Year:
SpeciedStrain:
Sex:
No. of animals per sex per dose:
Vehide
Route of adminigtration:
Remarks.

Results
Vdue
Number of deaths:
Remarks

Conclusions
Remarks:

Data Quality
Rdiability (Klimisch):
Remarks.

Amides, coco, N-(hydroxyethyl)
(CAS RN 68140-00-1)
Not stated

Not stated

LDso limit test

Not stated

1972

Widtar rat

Made

10

None

Ord gavage

Ten young adult male rats were administered a Sngle dose
of the test substance at alevel of 5000 mg/kg body weight.
Animaswere fasted prior to dosing. Animaswere
observed for 8 days.

LDso > 5.0 g/kg

0

All animds survived the 8-day observation period and no
adverse effects were observed. With respect to the
determined LDsp value, it is assumed that the LDsp vaue
for femde rats aso exceeds the limit dose of > 2000 mg/kg
body weight (author of the report).

This test substance is not toxic as defined in the guiddines
(author of the report). The endpoint has been adequately
characterized (American Chemistry Council Fatty Nitrogen
Derivatives Pand, Amides Task Group).

2D
Rdiable with redtrictions; summary of German report.
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References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks,

Sterzel, W. and T. Broschard. 1972. Evaduation of Acute
Ord Toxicity. Report number TBD 720033. Henkel
KGaA, Duessddorf, Germany.

July 25, 2000
119
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks:

M ethod
Method/guideline followed:
Type:
GLP:
Year:
SpeciedStrain:
Sex:
No. of animals per sex per dose:
Vehide
Route of adminigtration:
Remarks.

Results
Vdue
Number of desths.

Remarks:

Unamide CDX (CAS RN 68140-00-1; Amides, coco, N-

(hydroxyethyl))
Not stated

Not stated

LDso

No

1976

Rat/Strain not stated

Mdeand femde

5

None

Ord gavage

Six groups of mae and femae young adult abino rats
(200 — 300 g) were administered a single dose of the test
substance at levels of 1.0, 2.0, 4.0, 8.0, 16.0 or 32.0 g/kg.
The test substance was used asreceived. Animaswere
fasted for 24 hours prior to dosing and both sexes were
equaly digtributed. Animals were observed daly for two
weeks post-dose. No postmortem, or histopathology
examinations were performed in this study.

LDso = 7.4 g/kg (95% Confidence Limits = 5.4 — 10.4 g/kg)
3/5 at 8.0 g/lkg dose level

5/5 at 16.0 and 32.0 g/kg dose levels

Animdsin the 1.0 g/kg dose group showed no signs of
toxicity from the test substance. Lacrimation was observed
24 to 36 hours post-dose in animds treated with 2.0 g/lkg of
the test substance. Observations of animals trested with

4.0 g/kg of the test substance included nasal hemorrhage
and unkempt coats. Nasal hemorrhage, lacrimation,
diarrhea, duggish, impaired locomotion and weight loss
were observed in animals treated with 8.0 and 16.0 g/kg of
the test substance. Lethargy, lacrimation, nasd

hemorrhage, moderate to severe diarrhea and dirty unkempt
coats were observed in animals treated with 32.0 g/lkg of
the test substance. The test substance was equdly toxic to
males and females.
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Conclusons
Remarks: The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdiahility (Klimisch): 2C
Remarks. Rdiable with redtrictions, comparable to guiddine study
with acceptable restrictions.
References Walace, J. M. 1976. Toxicity Sudiesfor Lonzalnc. Bio-

Toxicology Laboratories, Inc., Moorestown, NJ, U. S.

Other Available Reports

Other
Last changed: July 25, 2000
Order number for sorting: 120a

Remarks
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks:

M ethod
Method/guideline followed:
Type:
GLP:
Year:
Species/Stran:
Sex:
No. of animals per sex per dose:
Vehide
Route of adminigtration:
Remarks.

Results
Vdue
Number of deaths:
Remarks.

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks.

10% Monamid ACC (CAS RN 68140-00-1; Amides, coco,
N-(hydroxyethyl))

Not stated

Aqgueous solution

Not stated

LDso

No

1971

CFE rat

Mdeand femde

land5

None

Ord gavage

Two rats (approximately 140 g) were administered asingle
dose of the test substance at dose levels of 5.0, 20, 30, or
40 mi/kg body weight, and ten rats (gpproximately 140 g)
administered a single dose of the test substance at a dose of
50 mi/kg body weight. The test substance was used as
received. Animaswere fasted from food for 18 hours prior
to dosng. Animals were observed for 5 days post-dose for
sgnsof toxicity.

LDso > 5 glkg active ingredient

0

All animds survived and did not exhibit any visble toxic
effects.

The LDsg of the origind solution (10%) was > 50 mi/kg.

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2B
Rdiable with redtrictions; basic deta given, comparable to
guidelines/standards.
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References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks,

Wolven, A. M. and |. Levenstein. 1971. Determination of
Ord LDsp in Rats. Report number 14861. Leberco
Laboratories, Rosdle Park, NJ, U. S.

dy 25, 2000
120b
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity: Monamid ACC Lot #1876 (CAS RN 68140-00-1; Amides,
coco, N-(hydroxyethyl))
Purity: Not stated
Remarks:
M ethod
Method/guideline followed: Acute toxicity procedure suggested in: Hagan, E. C. 1959.
Acute Toxicity; Appraisa of the safety of chemicdsin
foods, drugs and cosmetics. 17 —25.)
Type: LDsp limit test
GLP: No
Year: 1976
Species/Strain: Widtar rat
Sex: Mde and femde
No. of anmals per sex perdoses 5
Vehide None
Route of adminigtration: Ord gavage
Remarks Five mde and five femderats (172 - 290 g) were
administered asingle oral dose of the test substance a a
level of 5.0 ml/kg body weight. The test substance was
used asreceived. Animaswere fasted from food overnight
prior to dosing. Animaswere observed 1, 3, 6 and 24
hours post-dose and once daily thereafter for 14 days for
mortdity, toxicity and pharmacologica effects. Animas
were subjected to a complete gross necropsy following the
14-day observation period.
Results
Vdue LDso > 5 ml/kg
Number of deeths. 0
Remarks: All animas survived. All animas gppeared normd and
gained weight through day 14.
Conclusions
Remarks: The endpoint has been adequately characterized (American
Chemidiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdiahility (Klimisch): 2A
Remarks Reliable with regtrictions; acceptable, well-documented

study report which meets basic scientific principles.
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References Pdanker, A. L. Acute Ora Toxicity (Rat). 1976. Report
number 7667-1/8. Consumer Product Testing Company,
Inc., Fairfield, NJ, U. S.

Other Available Reports

Other
Last changed: July 25, 2000
Order number for sorting: 121a

Remarks
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks:

M ethod
Method/guideline followed:
Type:
GLP:
Year:
SpeciedStrain:
Sex:
No. of animals per sex per dose:
Vehide
Route of adminigtration:
Remarks.

Results
Vdue
Number of deaths:
Remarks

Conclusons
Remarks:

Data Quality
Rdiability (Klimisch):
Remarks.

Amides, C12-18, N,N-big(hydroxyethyl)
(CAS RN 68155-06-6)
Not stated

Not stated

LDso limit test

Not stated

1971

Widtar rat

Made

10

Didtilled water

Ord gavage

Ten male rats were administered a single dose of the test
subgtancein digtilled water a aleve of 10.0 g/kg body
weight. Animaswere fagted prior to dosing. Animas
were observed for 8 days.

LDso > 10.0 g/kg

1

One animd died 24 hours post-dose without specific
symptoms of intoxication. All other animds survived the
study. With respect to the determined LDsg vaue, it is
assumed that the LDsp vaue for femade rats also exceeds
the limit dose of 2000 mg/kg body weight (author of

report).

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2D
Rdiable with redtrictions; summary of German report.
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References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks,

Sterzel, W. and T. Broschard. 1999. Evaludtion of Acute
Ord Toxicity. Report number 710070. Henkel KGaA,
Duessddorf, Germany.

duly 27, 2000
143
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks.

Method
Method/guiddine followed:
Type:
GLP:
Y ear:
Species/Strain:
Sex:
No. of animals per sex per dose:
Vehide
Route of adminigtration:
Remarks:

Results
Vdue

Number of desths.

Remarks:

Sanitized report — chemical name not specified.
(CAS RN 71820-35-4; Fatty acids, tall-ail, low bailing,
reaction products with 1- piperzineethanamine)

Not stated

Not stated

LDso

Yes

1983

Sprague-Dawley rat

Mdeand femde

5

Didilled water

Ord gavage

A preliminary study was run with 1 mae and 1 femae per
group was administered the test substance at 250, 500,
1000, 3000 or 5000 mg/kg. Based on the results of this
dose range-finding test, dose levels of 3000, 4000 and
5000 mg/kg of the test substance were selected to
determine the LDsg of the test substance. Five male and

5 femderats (145 — 231 g) per group were utilized for this
sudy. Animaswere fasted for 16 hours prior to dosing.
The test substance was prepared in distilled water before
administration and each group was does a a constant dose
volume of 20 mi/kg. Animadswere observed for 14 days
post-dose. Individud body weights were measured weekly,
or a degth. At the end of the study al surviving animas
were sacrificed and subjected to a necropsy.

LDs for maes = 3610 mg/kg (95% Confidence Limits =
2919 — 4464 mg/kg)

LDsp for femaes = 4260 mg/kg (95% Confidence Limits =
3975 — 4565 mg/kg)

3 males at 3000 mg/kg dose level

3 maesand 3 femdes at 4000 mg/kg dose leve

3 males and 4 femaes a 5000 mg/kg dose level

All deaths occurred within 5 days post-dose. Clinicd sgns
noted in each dose group included hunched appearance,
hypokinesia, ataxia, prosiration, sedation, piloerection,



FND Amides— Appendix 1
September 16, 2004
Page 186 of 186

Conclusions
Remarks:

Data Quality
Rdigbility (Klimisch):
Remarks.

Refer ences

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

soiled coat, red-stained urine, diarrhea, epistaxis, excess
sdivation, dyspnea, chromodacryorrhea and/or aopecia
through day 14. All surviving animas gained weight by
day 14. Macroscopic examination of animals a
termination reveded pae'red lungs, spongy/congested
lungs, gas-filled somach/gut, autolys's, yellow or red
contentsffluid in guts and/or white fluid in thorax. Dueto
the unusua mortdity pattern for maes, it was not possible
to determine an LDsg vaue usng probit andysis.
Therefore, after consderation of the dose range-finding
results and the femae mortdity pattern, the assumption
was made that had a further group been dosed at a dose
level of 1000 mg/kg no deaths would have occurred. An
LDsp vaue was calculated base on this assumption.

Under the conditions of this study it is concluded that the
test substance may be consdered to be dightly toxic to rats
(author of the report). The endpoint has been adequately
characterized (American Chemistry Council Fatty Nitrogen
Derivatives Pand, Amides Task Group).

1B
Rdiable without restriction; comparable to guiddine study.

Cuthbert, J. A and K. J. D’ Arcy-Burt. 1983. Toxicity
Tests on Product [CAS RN 71820-35-4]. Inveresk
Research Internationa, Musselburgh, UK.

July 25, 2000
152
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks:

M ethod
Method/guideline followed:
Type:
GLP:
Year:
SpeciedStrain:
Sex:
No. of animals per sex per dose:
Vehide
Route of adminigtration:
Remarks.

Results
Vdue
Number of deaths:
Remarks

Armid HT (CAS RN 71820-35-4; Fatty acids, tal-ail, low
boiling, reaction products with 1- piperzinegthanamine)
Not stated

LDso

Yes

1985

Rats/Sprague-Dawley

Mdeand femde

2

Not stated

Ora gavage

Two male and two femde rats (100 - 146 g, approximately
four to Six weeks of age) per group were administered a
single ord dose of the test substance a alevel of 25, 200,
2000 or 5000 mg/kg body weight. The test substance was
adminigtered as supplied at avolume of 0.21, 2.1 and

5.2 mi/kg for the 200, 2000 and 5000 mg/kg groups,
respectively. The 25 mg/kg group were administered the
test substance as a 25% wiv solution in distilled water
(prepared on the day of dosing) and administered at a
volume of 0.1 ml/kg. Animalswere fasted overnight prior
to dosing and approximately four hours after dosing.
Animals were observed soon after dosing, at frequent
intervas throughout the day of dosing and for 14 days
subsequent to dosing. Body weights were obtained on
Days 1 (day of dosing), 4, 8 and 15. A complete gross
necropsy was performed on Day 15.

LDsp > 5000 mg/kg

0

No deaths occurred at any dose level. Signs of reaction to
treatment observed shortly after dosing in al rats were pilo-
erection and abnorma body carriage. These Sgnswere
accompanied by abnormd gait in dl rats a 200 mg/kg and
above, diarrheaiin dl rats at 2000 and 5000 mg/kg, lethargy
indl rats a 5000 mg/kg and abdomind digention in one
femderat at 200 mg/kg. All animals recovered by days 4
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Conclusions
Remarks:

Data Quality
Reiability (Klimisch):
Remarks.

Refer ences

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks.

or 8. Body weight loss on Day 4 and alow body weight
gain on Day 8 were recorded for one femae rat at

200 mg/kg however, anorma weight gain was observed on
day 15. All other animds gained weight throughout the

15 days of study. No grosslesionswere observed at
necropsy.

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

1B
Rdiable without restriction; comparable to guiddine study.

Kynoch, S. R. Acute Ora Toxicity to Rats of Armid HT.
1985. Report number 85268 AKZ190 AC. Huntingdon
Research Centre, Cambridgeshire, UK.

July 25, 2000
153
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5.1.2 ACUTE INHALATION TOXICITY

Test Substance
| dentity:

Purity:
Remarks:

M ethod
Method/guideline followed:
Type:
GLP:
Year:
SpeciedStrain:
Sex:
No. of animals per sex per dose:
Vehide
Route of adminigtration:
Remarks.

Results
Vdue
Number of deaths:
Remarks

Conclusons
Remarks:

Data Quality
Rdiability (Klimisch):
Remarks.

Alkanolamide #1 (CAS RN 68155-20-4; Amides, tdl-all

fatty, N,N-bis(hydroxyethyl))
Not stated

Not stated

Sensory and pulmonary irritation

Not stated

1994

Swiss-Webster mice

Mde

4

None

Inhalaion

Four male mice (24 to 28 g) were used for each experiment.
No control animaswere used. Each anima was
acclimated for 20 minutes to the exposure chamber
followed by a 3-hour exposure period. The range of
concentrations used was 86-219 mg/nt. Animals were
visudly checked for severd days following exposure.

Not stated

0

The test article produced sensory irritation later in the
exposure at low concentrations. Pulmonary irritetion dso
occurred later in these exposures. These aso produced
variable affects between animds.

The endpoint has been adequately characterized (American
Chemistry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2A

Reliable with redtrictions; acceptable, well-documented
publication/study report which meets basic scientific
principles.



FND Amides— Appendix 1
September 16, 2004
Page 190 of 190

References

Other availablereports

Other
Last changed:

Order number for sorting:

Remarks

Krystofiak, S. P. 1994. Evaduation of the Respiratory
Effects from Components of a Metaworking Fluid in Mice,
EPA Document number 88-950000037. University of
Rittsburgh, Pittsburgh, PA, U. S.

duly 3, 2001
125
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5.1.2 ACUTE INHALATION TOXICITY

Test Substance
| dentity:

Purity:
Remarks:

M ethod
Method/guideline followed:
Type:
GLP:
Year:
SpeciedStrain:
Sex:
No. of animals per sex per dose:
Vehide
Route of adminigtration:
Remarks.

Results
Vdue
Number of deaths:
Remarks.

Acrawax® C (CAS RN 110-30-5; Octadecanamide, N,N’-
ethylenebis)
Not stated

Not stated

Lung toxicity study

Not stated

1990

CD® rat

Mde

Not stated

None

Inhaation

This study was conducted to examine lung toxicity after an
acute 6-hour, nose-only exposure to the test substance. An
LCso vaue was not determined. Groups of mae rats

(8 weeks old) were exposed to dust aerosols of the test
substance at 112 mg/n® for 6 hours. During exposure,
samples of atmospheric test substance were taken from the
anima breathing zone to determine the mass median
aerodynamic diameter (MMAD) and % of particlesless
than 10 um aerodynamic diameter. Fluids and cdlsfrom
dust-exposed anima's and age-matched sham controls were
recovered using bronchoaveolar lavage (BAL) and
evauated for cdlular and biochemical parametersat 0, 24
and 48 hours, and 8 days and one month post-exposure.
Pulmonary macrophages were cultured and studied for
invitro and in vivo phagocytoss, aswell as surface
morphology. The lungs of animals exposed to the test
substance were fixed for assessment by histopathology, and
transmission electron microscopy.

Not determined

0

The MMAD was determined to be 5.2 um with 72% of
particles lessthan 10 um. The overdl mean aimospheric
concentration for Acrawaxd C was 112 mg/nt + 28. A
mild and trangent inflammeatory response a 24 hours post-
exposure was observed. BAL leves of lactate
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Conclusions
Remarks:

Data Quality
Rdiability (Klimisch):
Remarks.

References

Other availablereports

Other
Last changed:
Order number for sorting:
Remarks.

dehydrogenase, dkaline phosphatase and protein were
dightly different from controls only at 8 days post-
exposure, and had returned to control vaues by one month
of recovery. Test substance exposure had no adverse
effects on either morphology or the phagocytic capacity of
pulmonary macrophages recovered from exposed animals.
There were no histopathologic findings of lung tissue from
rats exposed to the test substance.

The endpoint has been adequatdly characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2A
Rdiable with restrictions; acceptable, well-documented
publication which meets basic scientific principles.

Warheit, D. B., M. C. Caarakostats and M. A. Hartsky.
1990. Assessments of Lung Toxicity to Acravax® C
Following Acute Inhdation Exposure. Drug Chem.
Toxical. 13(1):1-18.

July 3, 2001
19



FND Amides— Appendix 1
September 16, 2004
Page 193 of 193

5.1.3 ACUTE DERMAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks:

Method
Method/guideline followed:

Type:

GLP:

Year:

SpeciesStrain:

Sex:

No. of animals per sex per dose:
Vehide

Route of adminigration:
Remarks:

Results
Vdue
Number of deaths:

Remarks:

Conclusions
Remarks:

Monamid 716 (CAS RN 120-40-1; Dodecanamide, N,N-

biS(2- hydroxyethyl)-)
Not stated

A modification of the techniques described in Appraisal of
the Safety of Chemicalsin Foods, Drugs and Cosmetics,
compiled by the gaff of the Divison of Pharmacology,
Food and Drug Adminigtration.

LDsg limit test

None stated

1976

Albino Rabbit

Mdeand femde

3

None

Derma

The weight range for the six rabbits used in this study was
2.1to0 25kg. The skin of three rabbits (2 mae and

1 females) was abraded. A single dermd application of

2 glkgwasused. Thetrunk of each anima was then
encased in adeeve of pladticized materid to ensure contact
of the test materid for a 24-hour period. Following the
24-hour exposure period, the deeve was removed and the
animas were observed for mortality, skin response and
genera behavior for 14 days.

LDso > 2 g/kg

Abraded skin: 0/3

Intact skin: 0/3

No degths were seen in thisstudy. All animals appeared
norma throughout the 14-day post-exposure observation

period.

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
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Data Quality

Rdiability (Klimisch):
Remarks,

References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remaks

2A
Rdiable with redtrictions: acceptable, well-documented
publication that meets basic scientific principles.

Pdanker, A. L. Dermd toxicity. 1976. Report
number 7667- 8/8. Consumer Product Testing Company,
Inc., Fairfield, NJ, U. S,

July 24, 2000
46A
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5.1.3 ACUTEDERMAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks:

Method
Method/guideline followed:

Type:

GLP:

Year:

SpeciesStrain:

Sex:

No. of animals per sex per dose:
Vehide

Route of adminigtration:
Remarks.

Results
Vdue
Number of deaths:

Remarks:

Conclusions
Remarks:

Monamid 150-ADD (CAS RN 68603-42-9; Amides, coco,

N, N-bighydroxyethyl))
Not stated

A modification of the techniques described in Appraisal of
the Safety of Chemicalsin Foods, Drugs and Cosmetics,
compiled by the staff of the Divison of Pharmacology,
Food and Drug Adminigtration.

LDsg limit test

None stated

1976

Albino Rabbit

Mdeand femde

3

None

Dermd

The weight range for the six rabbits used in this sudy was
1.9t0 2.7 kg. The skin of three rabbits (2 mdeand 1
femdes) was doraded. A single dermad application of

2 glkgwas used. The trunk of each anima was then
encased in adeeve of plasticized materid to ensure contact
of the test materid for a 24-hour period. Animalswere
observed immediately after dosing, and a 1, 6 and 24 hours
post-dosing. Following the 24-hour exposure period, the
deeve was removed and the animals were observed for
mortality, skin response and general behavior for 14 days.

LDso > 2 g/kg

Abraded skin: 0/3

Intact skin: 0/3

No deaths were seen in thisstudy. All animals gppeared
norma throughout the 24-hour exposure period and the
14-day post-exposure observation period.

The endpoint has been adequately characterized (American
Chemistry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
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Data Quality

Rdiability (Klimisch):
Remarks,

References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remaks

2A
Rdiable with redtrictions: acceptable, well-documented
publication that meets basic scientific principles.

Pdanker, A. L. Acute Dermd Toxicity (Rabhbit). 1976.
Report number 7667-4/8. Consumer Product Testing
Company, Inc., Fairfield, NJ, U. S.

July 25, 2000
145
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5.1.3 ACUTE DERMAL TOXICITY

Test Substance
| dentity: Monamid ACC Lot #1876 (CAS RN 68140-00-1; Amides,
coco, N-(hydroxyethyl))
Purity: Not stated
Remarks.
Method
Method/guideline followed: A modification of the techniques described in Appraisal of
the Safety of Chemicalsin Foods, Drugs and Cosmetics,
Divison of Pharmacology, Food and Drug Adminigtration
Type: LDsp limit test
GLP: No
Year: 1976
Species/Strain: Albino rabhbit
Sex: Mdeand femde
No. of animasper sex per doses 3
Vehide None
Route of adminigration: Derma
Remarks Three male and three femae rabbits (1.9 - 2.7 kg) were
administered a sngle dose of the test substance at alevel of
2.0 g/kg body weight. The test substance was used as
received. Prior to dosing the trunk of each anima was
clipped free of hair. Three of the animals (two male, one
female) were further prepared by introducing epiderma
abrasions over the clipped skin surface to enhance
penetrability of the test substance through the stratum
corneum. After test substance gpplication the trunk of each
anima was encased in adeeve of plagticized materid for
24 hours. Following the 24-hour exposure period the
deeve was removed and the skin Sites gently cleansed. All
animas were observed daily thereafter for 14 days for
mortdity, skin response and genera behavior.
Results
Vdue LDso > 2 g/kg
Number of desths: 0
Remarks: All animas survived. All animas gppeared norma

through day 14. Two femalesthat had abraded skin lost
weight (0.01 and 0.25 kg) over the 14-day post-exposure
period. All remaining rabbits gained weght through

day 14.
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Conclusions
Remarks: The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdiahility (Klimisch): 2A
Remarks Rdiable with redtrictions, acceptable, well-documented
study report which meets basic scientific principles.
References Pdanker, A. L. Derma Toxicity (Rabbit). 1976. Report

number 7667-1/8. Consumer Product Testing Company,
Inc., Fairfield, NJ, U. S.

Other Available Reports

Other
Last changed: Jduly 25, 2000
Order number for sorting: 121a

Remarks,
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5.4 REPEATED DOSE TOXICITY

Test Substance
| dentity:
Purity:
Remarks:

Method
Method/guideine followed:
Test type:
GLP.
Yea:
Species.
Strain:
Route of adminigration:
Duration of test:
Doses/concentration levels.
Sex:
Exposure period:
Frequency of trestment:
Control group and trestment:

Postexposure observation period:

Statistical methods:
Remarks:

Results
NOAEL (NOEL)
LOAEL (LOEL)
Actual dose received:
Toxic response/effects.
Satidtica results:
Remarks

Erucamide (CAS RN 112-84-5)
Not stated

Not stated

Ord

Not stated

1960

Rat

Wistar

Ord gavage (stomach tube)

Other

7500 mg/kg of body weight

Not stated

5 days

Ten doses per day of 1 ml each

Y es (concurrent, trested with distilled weter)

23 Days

Not stated

Ten rats weighed gpproximately 330 grams were used on
study. A gd was prepared of the test substance in peanut
oil a a concentration to contain 25 grams per 100 ml. Thus
each ml contained 250 mg of the test substance. Ten daily
doses, gpproximately 1 ml each, were administered by
stomach tube; therefore, the daily intake was gpproximatey
7500 mg/kg body weight. Animals were retained for

23 days following cessation of dosing to observe appetite
and appearance. Gross necropsy was performed on the 24"

day.

NOEL = 7500 mg/kg

LOEL = 7500 mg/kg

approximately 7500 mg/kg

Described below

Not stated

None of theratsdied. All rats exhibited norma appetite
and appearance throughout the study period. No weight
loss was observed and no gross pathology or tissue damage
was noted. No histopathology was performed and therefore
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this study is not adequate to fulfill SIDS requirements for
reproductive screening.
Conclusons
Remarks: The endpoint has been adequatdly characterized (American
Chemisiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdiahility (Klimisch): 2B
Remarks. Rdiable with redtrictions; basic data given, comparable to
guiddines/standards.
References Molnar, N. M. 1960. Feeding Experiments. Approximate
Letha Dose (Oral). Report number 60118. Molnar
Laboratories, Lodi, NJ, U. S.
Other
Last changed: July 26, 2000
Order number for sorting: 37

Remarks:
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5.4 REPEATED DOSE TOXICITY

Test Substance
| dentity:

Purity:
Remarks.

M ethod
Method/guiddline followed:
Test type:
GLP.
Year:
Species.
Strain:
Route of adminigtration:
Duration of test:
Doses/concentretion levels.
Sex:
Exposure period:
Frequency of treatment:
Control group and treatment:
Postexposure observation period:
Statistical methods:
Remarks:

Results
NOAEL (NOEL)
LOAEL (LOEL)
Actud dose received:
Toxic response/effects.
Statidticd results:

N,N-Big(2- hydroxyethyl) lauramide
(CAS RN 120-40-1; Dodecanamide, N,N-bis(2-

hydroxyethyl)-)
92.36%

Not stated

Ora

Not stated

1967

Rat

SPF

Oral (feed)

90 days

0.1, 0.5, 1.0 and 2.0%

Mdeand femde

90 days

24 hourg/day, 7 days/week

Y es (concurrent)

None

Not stated

Groups of 15 mae and 15 femae weanling rats with mean
body weights between 106 and 123 grams were fed diets
containing 2.0, 1.0, 0.5, 0.1 and 0.0% of the test substance
for 90 days ad libitum. Examinations conducted a
termination included: hematology, urindyss, liver and
kidney function tests, gross necropsy (including smear of
femora marrow) and histology. Additiondly, a paatability
test was conducted in which pairs of male rats were
alowed access to stock diet and to diet containing either
one of the four dietary test levels of the test substance. The
consumption of both diets was recorded for a period of
eight days.

NOEL = 0.1% which corresponds to 50 mg/kg/day
Not stated

Not stated

Described below

Not stated
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Remarks

Conclusions
Remarks:

Data Quality
Reiability (Klimisch):
Remarks.

No rats died as aresult of being treasted with the test
substance. Two males trested with diet containing 1.0%
test substance were euthanized on Days 23 and 58 because
of weight loss and respiratory disress. Extensve lung
abscess formation was seen at autopsy and
bronchopneumonia was confirmed histologcaly. Growth
was inhibited significantly in males and femdes a and
above the 0.5% dietary concentration. Food intake was
reduced at al dietary levels except 0.1%, and was
attributed to an effect of the test substance on paatability of
thediet. Theratsin the pdatability sudy showed exclusve
preference to the control feed than the treated feed,
virtualy no test diet was consumed at any dietary levels
incorporated. Hematological examination reveded
datidicaly sgnificant reductions in hemoglobin levels and
red cell countsin femaes at the 2.0 and 1.0% dietary
concentration and in hemoglobin levesin mdes a the
2.0% level. Examination of the femora bone marrow
smears showed not deviation from normdity. Serum
chemigtry reveded sgnificantly high serum levels of
glutamic- oxa oacetic transaminase in females a the 0.5%
leve and higher, but only at the 0.5% leve in males.
Urinalysis was comparable across dl groups for males and
females. Gross examinations were unremarkable.
Satisticaly sgnificant increases in rddive kidney weight
indl test groups except at 0.1% in femalesand at 2.0 and
1.0% in maes, and increasesin rddtive liver weight in
femalesat 2.0 and 1.0% were seen. These were attributed
to the decreases in body weight. Types and incidence of
pathologica lesions seen higtologically were comparablein
control and test groups. Gonads were examined
histologically, thus this sudy meets SIDS requirements for
areproductive screen.

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2A
Reliable with redtrictions; acceptable, well-documented
publication which meets basic scientific principles.
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References

Other
Last changed:

Order number for sorting:

Remarks:

Gaunt, I. F., M. Farmer, P. Grasso and S. D. Gangolli.
1967. Short-term Feeding Study of Lauric Diethanolamide
in Rats. Fd. Cosmet. Toxicol. (5)497 - 503.

July 24, 2000
47
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5.4 REPEATED DOSE TOXICITY

Test Substance
| dentity:

Purity:
Remarks:

Method
Method/guideine followed:
Test type:
GLP.
Year.
Species.
Strain:
Route of adminigtration:
Duration of test:
Doses/concentration leves.

Sx:

Exposure period:

Frequency of treatment:

Control group and treatment:
Postexposure observation period:
Statigtical methods:

Remarks.

Results
NOAEL (NOEL)
LOAEL (LOEL)
Actua dose received:

Toxic response/effects.
Satigicd results;
Remarks

Amides, coco, N-(hydroxyethyl)
(CAS RN 68140-00-1)
Not stated

OECD Method No. 407

Ora

Not stated

1983

Rat

Wistar

Ord gavage

28 days

750 (increased to 1500 after 14 days of treatment), 250 and
70 mg/kg body weight

Mdeand femde

5 days'week for 28 days

One daily dose

Y es (concurrent, treeted with olive ail)

Not stated

Not stated

Ten mae and 10 femae rats were used on study. The test
substance was adminigtered in the vehicle, olive all, at
doses of 750, 250 and 70 mg/kg body weight per day for
14 days. After 14 daysthe dosein the 750 mg/kg body
weight test group was increased to 1500 mg/kg body
weight per day. Recovery groups congsting of five maes
and five femaes per dose level were used to determine the
reversbility of possble compound related findings. The
compdtibility of the test substance was evauated after

28 days of treatment.

NOAEL > 750 mg/kg/day body weight

Not stated

Approximately 750 (increased to 1500 after 14 days of
treatment), 250 and 70 mg/kg body weight

Described below

Not stated

None of theratsdied. Body weight gain and tota increase
in body weight did not differ from control values and no
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Conclusions
Remarks:

Data Quality
Reiability (Klimisch):
Remarks.

References

Other
Last changed:
Order number for sorting:
Remarks:

sgnificant compound-related gross pathology or tissue
damage was noted. Biochemica parameters did not show
any sgnsof irregulations. Sight dterations of phosphate

in the highest group were noted and regarded as
dose/compound -related but not as a critical effect. Gonads
were examined higtologicdly, thus this sudy meetsthe
SIDS requirements for a reproductive screen.

At the highest feasible dose, 750 mg/kg, daily for 28 days,
no lethal dose was attained (author of the report). The
endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2B
Reliable with redtrictions; basic data given, comparable to
guidelines/standards.

Sterzel, W. and T. Broschard. Evauation of Repeated
Dose Orad Toxicity. 1983. Report number TBD 830034.
Henkel KGaA, Duessddorf, Germany.

July 25, 2000
122
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5.5 GENETIC TOXICITY IN VITRO

Test Substance
| dentity:
Purity:
Remarks:

Method
Method/guiddine followed:

Type:

Sydem of tegting:
GLP:

Year:
Species/Strain:

Metabolic activation:
Concentrations tested:

Statistica methods:
Remarks:

Crodamide SR (Stearamide) (CAS RN 124-26-5)
97% minimum

OECD Method No. 471 Salmonella typhimurium Reverse
Mutation Assay

Reverse mutation assay

Bacteria

Yes

1989

Salmonella typhimurium strans TA 1535, TA 1537,

TA 1538, TA 98 and TA 100

With and without S-9 activation; S-9 mix obtained from the
liver of Sprague-Dawley derived, Aroclor 1254-induced
rats; 0.5 ml of liver homogenate S-9 mix used

50, 150, 500, 1500 and 5000 ny/plate

None

A dose range-finding study was conducted a dose levels of
5, 50, 500 and 5000 pg/plate prior to the bacteria mutation
assay. Two independent mutation tests were performed.
Salmonella typhimurium strains TA 1535, TA 1537,

TA 1538, TA 98 and TA 100 with and without rat
metabolic activation, were treated with the test substance at
concentrations of 50, 150, 500, 1500 and 5000 pg of
sample per plate. The test substance was prepared with the
solvent, ethanol. Ethanol was aso used as the negative
control. Thefollowing four postive controls were

included: 2-aminoanthracene for adl tester srainsin the
presence of metabolic activation (at dose levels of

0.5 - 2.0 ng/plate); and in the absence of metabolic
activation N-ethyl-N’ nitro-N- nitrosoguanidine (at 3 and

5 pg/plate with TA 100 and TA 1535, respectively),
9-aminoacridine (at 80 pg/plate with TA 1537) and
2-nitrofluorene (at 1.0 and 2.0 ny/plate with TA 98 and
TA 1538).

The criteriafor a positive response were:
if treetment with the test substance produced an increasein

revertant colony numbers of at least twice the concurrent
solvent controls, with some evidence of a positive dose-
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Results
Reault;

Cytotoxic concentration:
Genotoxic effects.
Satidtica results:
Remarks.

Conclusions
Remarks:

Data Quality
Rdiability (Klimisch):
Remarks:

References

Other
Last changed:
Order number for sorting:
Remarks.

relationship, in two separate experiments, with any
bacterid strain either in the presence or absence of S-9 mix,
it was congdered to show evidence of mutagenic activity.

No subgtantia increasesin revertant colony numbers of any
of the tester strains were observed following treatment at
any dose levd, ether in the presence or absence of
metabolic activation. No evidence of mutagenic activity
was seen at any dose leve of the test substance in either
mutation test. Therefore, when tested at dose levels up to
5000 ny/plate in ethanal, the test substance was not
mutagenic in this bacterid test system.

None with and without metabolic activation

Negative with and without metabolic activation

None

A precipitate was observed in the first mutation assay at
dose levels of 500 pg/plate and above, and at 1500 pg/plate
and above in the repeat assay both with and without
metabolic activation.

It is concluded that, when tested at dose levels up to

5000 ug/plate in ethanol, Stearamide was not mutagenic in
this bacteria test system (author of the report).

The endpoint has been adequately characterized.
(American Chemistry Council Fatty Nitrogen Derivatives
Pandl, Amides Task Group).

1A
Rdiable without redtriction; guideine studly.

Jones, E., P., G. S. Cook, R. A. Gant and J. Kitching. 1990.
Crodamide SR (Stearamide): Bacterid Mutation Assay.
Report number CDA 58B/891762. Huntingdon Research
Centre Ltd., Huntingdon, Cambridgeshire, UK.

July 3, 2001
57a
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5.5 GENETIC TOXICITY IN VITRO

Test Substance
| dentity: Crodamide OR (Oleamide) (CAS RN 301-02-0)
Purity: 97% minimum
Remarks.
M ethod
Method/guideine followed: OECD Method No. 471 Salmonella typhimurium Reverse
Mutation Assay
Type Reverse mutation assay
Sydem of tegting: Bacterid
GLP: Yes
Year: 1989
Species/Strain: Salmonella typhimurium strans TA 1535, TA 1537,
TA 1538, TA 98 and TA 100
Metabolic activation: With and without S-9 activation; S-9 mix obtained from the
liver of Sprague-Dawley derived, Aroclor 1254-induced
ras
Concentrations tested: 50, 150, 500, 1500 and 5000 ny/plate
Statistical methods: None
Remarks: A dose range-finding study was conducted at dose levels of

5, 50, 500 and 5000 pg/plate prior to the bacteria mutation
assay. Two independent mutation tests were performed.
Salmonella typhimurium strains TA 1535, TA 1537,

TA 1538, TA 98 and TA 100 with and without metabolic
activation, were treated with the test substance at
concentrations of 50, 150, 500, 1500 and 5000 pg of
sample per plate. The test substance was prepared with the
solvent, ethanol. Ethanol adso was used as the negeative
control. The following four positive controls were included
ineachtest: 2-aminoanthracene for dl tester srainsin the
presence of metabolic activation (at dose levels of

0.5 —2.0 ng/plate); and in the absence of metabolic
activation

N-ethyl-N’nitro-N- nitrosoguanidine (at 3 and 5 pg/plate
with TA 100 and TA 1535, respectively), 9-aminoacridine
(at 80 pg/plate with TA 1537) and 2-nitrofluorene (at

1.0 and 2.0 ny/plate with TA 98 and TA 1538). The
mutagenic activity of the test substance was assessed by
applying the following criteria

if treetment with the test substance produced an increasein
revertant colony numbers of at least twice the concurrent
solvent controls, with some evidence of a positive dose-
relaionship, in two separate experiments, with any
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Results
Reallt:

Cytotoxic concentretion:
Genotoxic effects.
Statigticd results:
Remarks

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other
Last changed:
Order number for sorting:
Remarks.

bacteria strain either in the presence or absence of S-9 mix,
it was consdered to show evidence of mutagenic activity.

No subgtantia increasesin revertant colony numbers of any
of the tester strains were observed following trestment at
any dose levd, ether in the presence or absence of
metabolic activation. No evidence of mutagenic activity
was seen at any dose leve of the test substance in elther
mutation test. Therefore, when tested at dose levels up to
5000 ny/plate in ethanal, the test substance was not
mutagenic in this bacteria test sysem.

None with and without metabolic activation

Negative with and without metabolic activation

None

A precipitate was observed in the mutation assay with and
without metabolic activation at dose levels of 1500 and/or
5000 pg/plate.

It is concluded that, when tested at dose levels up to
5000 pg/plate in ethanol, oleamide was not mutagenicin
this bacteria test system (author of report).

The endpoint has been adequately characterized.
(American Chemisiry Council Fatty Nitrogen Derivetives
Panel, Amides Task Group).

1A
Rdiable without regtriction; guideline study.

Jones, E., P. G. S. Cook, R. A. Gant and J. Kitching. 1990.
Crodamide OR (Oleamide): Bacterid Mutation Assay.
Report number CDA 58C/891778. Huntingdon Research
Centre Ltd., Huntingdon, Cambridgeshire, UK.

duly 3, 2001
76
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5.5 GENETIC TOXICITY IN VITRO

Test Substance
| dentity: Erucamide (CAS RN 112-84-5)
Purity: 97%
Remarks:

Method

Method/guiddline followed:

OECD Method No. 471, Salmonella typhimurium Reverse
Mutation Test

Type Reverse mutation assay

Sydem of tegting: Bacterid

GLP: Yes

Year: 1989

Species/Strain: Salmonella typhimurium strans TA 1535, TA 1537,

Metabolic activation:

Rdiahility (Klimisch):
Remarks:

TA 1538, TA 98 and TA 100
With and without S-9 activation; S-9 mix obtained from the
liver of Arochlor 1254-induced rats. S-9 mix was prepared

at the [aboratory.
Concentrations tested: 5000, 1500, 500, 150 and 50 ny per plate
Statigtical methods: None performed
Remarks: Test substance was diluted in tetrahydrofuran, which was
aso used as the negetive control.
Results
Reault: No subgtantia increase in revertant colony numbers of any
of the test strains were observed following trestment with
Erucamide a any dose leve, ether in the presence or
absence of S-9 mix. The test substance showed no
evidence of mutagenic activity when tested in this bacterid
sysem.
Cytotoxic concentretion: Not stated
Genotoxic effects. Negative with and without metabolic activation
Statigtical results: None
Remarks:
Conclusions
Remarks: The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality

1A
Rdiable without regtriction; guiddine study.
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References

Other
Last changed:

Order number for sorting:

Remarks:

Jones, E., P. G. S. Cook, R. A. Gant and J. Kitching. 1990.
Crodamide ER (Erucamide): Bacterid Mutation Assay.
Report number CDA 58A/891761. Huntingdon Research
Centre Ltd., Cambridgeshire, UK.

July 24, 2000
38
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5.5 GENETIC TOXICITY IN VITRO

Metabolic activation:

Concentrations tested:
Statistica methods:
Remarks:

Results

Reault:

Cytotoxic concentretion:

Genatoxic effects.
Satidica results
Remarks:

Test Substance
| dentity: Lauryl ethanolamide (CAS RN 142-78-9; Dodecanamide,
N-(2-hydroxyethyl)-)
Purity: Not stated
Remarks:
Method
Method/guideine followed: Not stated
Type Reverse mutation assay
Sydem of tegting: Bacterid
GLP: Yes
Yedr: 1987
Species/Strain: Salmonella typhimurium strains TA 98, TA 100, TA 1535,

and TA 1537

With and without S-9 activation; S-9 mix obtained from the
liver of Arochlor 1254-induced mae Sprague-Dawley rats
and mae Syrian hamgers

3.3, 10, 33, 100, 333, 1000, 3333 ny per plate

None performed

The preincubation assay was used. Dimethyl sulfoxide was
the solvent used and aso was used as the negative control.
The S-9 fractions of Aroclor 1245-induced, mae Sprague-
Dawley rat and mae Syrian hamster livers were prepared a
the tegting facility. The S-9 mixes were prepared
immediately before use and contained 10% S-9. The doses
were tested in triplicate and an independent repeat was
conducted 1 week after theinitid test. The 3.3 ng/plate
dose was only tested with the TA1537 tester strain without
activation. The 10 ng/plate level was only tested with the
TA100 and TA1537 tester strains without metabolic
activation.

Precipitate was present at 1000 and 3333 ny/plate with dll
tester Strains.

Complete clearing of the background lawn was observed at
333 ny/plate with the TA1537 tester strain without
metabolic activation.

Negative with and without activation

None
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Conclusions
Remarks: The endpoint has been adequately characterized (American
Chemistry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdiability (Klimisch): 2B
Remarks: Reliable with redtrictions; basic data given, comparable to
guiddines/standards.
References Zeiger, E., B. Anderson, S. Haworth, T. Lawlor, K.
Mortelmans and W. Speck. 1987. Salmonella
Mutagenicity Tests 1ll. Results From the Testing of 255
Chemicds. Journd of the Environmenta Mutagen Society.
9(9):1 - 110.
Other
Last changed: August 14, 2000
Order number for sorting: 58

Remarks:
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5.5 GENETIC TOXICITY IN VITRO

Metabolic activation:

Rdiability (Klimisch):
Remarks:

Test Substance
| dentity: N,N-Big(2- hydroxyethyl) lauramide
(CAS RN 120-40-1; Dodecanamide, N,N-bis(2-
hydroxyethyl)-)
Purity: 93.9%
Remarks:
Method
Method/guiddline followed: Not stated
Type Reverse mutation assay
System of testing; Bacterid
GLP: Not stated
Year: 1980
Species/Strain: Salmonella typhimurium strains TA 98 and TA 100

With and without S-9 activation; S-9 mix obtained from the
liver of rats pretreasted with polychlorinated biphenyl

Concentrations tested: 1000, 200, 100, 50 and 10 ny per plate
Statigtica methods: None performed
Remarks:
Results
Reault: The test substance did not induce reverse mutationsin the
tested strains of Salmonella typhimurium in the presence or
absence of S-9 activation.
Cytotoxic concentration: Not stated
Genotoxic effects Negetive with and without activation
Setidtical results None
Remarks.
Conclusons
Remarks: The endpoint has been adequately characterized (American
Chemistry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality

2A
Rdiable with restrictions; acceptable, well-documented
publication which meets basic scientific principles.
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References

Other
Last changed:

Order number for sorting:

Remarks:

Inoue, K. and T. Sunakawa. 1980. Studiesof In vitro Cdl
Transformation and Mutagenicity by Surfactants and Other
Compounds. Fd. Cosmet. Toxicol. 18:289 - 296.

July 25, 2000
49a
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5.5 GENETIC TOXICITY IN VITRO

Test Substance
| dentity: Amides, coco, N-(hydroxyethyl)
(CASRN 68140-00-1)
Purity: Not stated
Remarks:
M ethod

Method/guideine followed:

OECD Method No. 471 (May 1983) Salmonella
typhimurium Reverse Mutation Test

Type Reverse mutation assay

Sydtem of tegting: Bacterid

GLP: Not stated

Year: 1981

Species/Strain: Salmonella typhimurium strains TA 1535, TA 1537,

Metabolic activation:

Rdiahility (Klimisch):
Remarks:

TA 1538, TA 98 and TA 100

With and without S-9 activation; S-9 mix obtained from the
liver of Arochlor 1254-induced rats. S-9 mix prepared in-
house.

Concentrations tested: 2500, 500, 100, 20 and 4 ng per plate
Statigtical methods: None performed
Remarks.
Results
Result: The test substance did not induce reverse mutations in the
tested strains of Salmonella typhimurium in the presence or
absence of S-9 activation.
Cytotoxic concentretion: Not stated
Genotoxic effects. Negative with and without activation
Statidtical results None
Remarks:
Conclusons
Remarks: When tested at dose levels up to 2500 ng/plate, Amides,
coco, N-(hydroxyethyl) was not mutagenic in this bacteria
test system (author of the report). The endpoint has been
adequately characterized (American Chemistry Council
Fatty Nitrogen Derivatives Panel, Amides Task Group).
Data Quality

2B
Reliable without redtriction; basic data given, comparable
to guidelines/ standards.
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References

Other
Last changed:

Order number for sorting:

Remarks:

Sterzel, W. and T. Broschard. 1981. Evauation of
Mutagenicity. Report number TBD 810088. Henke
KGaA, Duessedorf, Germany.

August 7, 2000
124a
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5.5 GENETIC TOXICITY IN VITRO

Test Substance
| dentity:

Purity:
Remarks:

Method

Method/guiddline followed:

Type:

System of tedting:
GLP:

Year:
SpeciesStrain:

Amides, C12-18, N,N-big(hydroxyethyl)

(CAS RN 68155-06-6)

Compostiondly equivaent to CAS RN 68603-42-9
Not stated

OECD Method No. 471 (May 1983) Salmonella
typhimurium Reverse Mutation Test

Reverse mutation assay

Bacterid

Yes

1979

Salmonella typhimurium strains TA 100, TA 1535,

TA 1537, TA 1538 and TA 98
With and without S-9 activation; S-9 mix obtained from the
liver of male rats pretreated with Arochlor 1254

Metabolic activation:

Concentrations tested: 4, 20, 100, 500 and 2500 ny per plate
Statigtical methods: None performed
Remarks: Solutions of the test substance were freshly made up in
acetone just before use.
Results
Reault: The test substance did not induce reverse mutationsin the
tested strains of Salmonella typhimurium in the presence or
absence of S-9 activation.
Cytotoxic concentretion: Not stated
Genotoxic effects Negetive with and without activation
Statidtical results None
Remarks.
Conclusons
Remarks: The test substance is considered not to be mutagenic in this
bacterid mutagenicity test in vitro (author of the report).
The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdiability (Klimisch): 2D

Remarks: Rdiable with retrictions; report lacks detail.
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References

Other
Last changed:

Order number for sorting:

Remarks:

Sterzel, W. and T. Broschard. 1979. Evauation of
Mutagenicity. Report number TBD 790040. Henke
KGaA, Duessddorf, Germany.

July 26, 2000
146
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5.5 GENETIC TOXICITY IN VITRO

Test Substance
| dentity: Ethylenebisoctadecanamide (CAS RN 110-30-5;
Octadecanamide, N,N'-ethylenebis)
Purity: 99%
Remarks.
M ethod

Method/guideine followed:

Techniques described in: Ames, B. N., J. McCann and E.
Yamasaki. Methods for detecting carcinogens and
mutagens with the Salmonella/mammaian microsome
mutagenicity test. Mutat. Res. 31:347 - 64.

Type Reverse mutation assay

Sysem of tegting: Bacterid

GLP: not stated

Year: 1985

Species/Strain: Salmonella typhimurium strans TA 1535, TA 1537,

Metabolic activation:

Concentrations tested:
Statistical methods:
Remarks:

Results

Reault;

Cytotoxic concentretion:
Genotoxic effects
Statidtica results,
Remarks:.

TA 1538, TA 98 and TA 100; Escherichia coli gan
WP2uvrA

With and without S-9 activation; S-9 mix obtained from the
liver of Sprague-Dawley rats, pretrested with
polychlorinated biphenyl. The S-9 mix contained 0.1 ml of
SO/ml

1, 5, 10, 50, 100, 500, 1000 and 5000 pg per plate
None performed

The mutagenicity was tested by the preincubation method
with SO mix, which was dightly modified from the Ames
test. When E. coli instead of S. typhimurium was used,
higtidine and biotin in the top agar were replaced by
tryptophan at the same concentration. All tests were
performed in duplicate and 7 substances were used as
positive controls. DM SO was used as the solvent. A
contamination test was carried out in each experiment and
the background bacteria lawn was checked routingly using
a dissected microscope.

No mutagenic activity was observed following trestment
with the test substance at any dose levd, ether inthe
presence or absence of S-9 activation.

None

Negative with and without activation

None
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Conclusions
Remarks:

Data Quality
Rdiability (Klimisch):
Remarks:

Refer ences

Other
Last changed:
Order number for sorting:
Remarks:

The test substance did not exhibit genetic activity in these
assays and was not mutagenic under the test conditions
according to the study criteria (author of the article).

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2A
Reliable with redtrictions; acceptable, well-documented
publication which meets basic scientific principles.

Shimizu, H., U. Suzuki, N. Takemura, S. Goto and H.
Matsushita. 1985. The Results of Microbiad Mutation Test
for Forty-three Indugtrial Chemicas. Jon. J. Ind. Hedth
27:400 - 419.

July 25, 2000
26
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5.5 GENETIC TOXICITY IN VITRO

Test Substance
| dentity:

Purity:
Remarks.

Method

Method/guiddline followed:

Type:

Sydtem of tegting:
GLP:

Year:
Species/Strain:

Metabolic activation:

Concentrations tested:
Statistica methods

Remarks:

Results
Reallt:

Cytotoxic concentretion:
Genotoxic effects
Statidtica results,
Remarks:.

4-(1-oxooctadecenyl)- 1- piperazine ethanamine

(CAS RN 71820-35-4; Fatty acids, tdl-ail, low bailing,
reaction products with 1- piperzineethanamine)

Not stated

Techniques described in: Ames, B. N., J. McCann and

E. Yamasaki. Methods for detecting carcinogens and
mutagens with the Salmonella/mammaian microsome
mutagenicity test. Mutat. Res. 31:347 - 364.

Reverse mutation assay

Bacteria

Yes

1983

Salmonella typhimurium strains TA 1535, TA 1537,

TA 1538, TA 98 and TA 100

With and without S-9 activation; S-9 mix obtained from the
liver of Arochlor 1254-induced rats. S-9 mix prepared in-
house.

50, 15, 5, 1.5 and 0.5 ng per plate

None performed

A dose-range finding test was performed with the dose
levels of 5000, 500, 50 and 5 ng per plate usng methanol
and dimethylsul phoxide solvents.

The results of the range-finding testsindicated that
dimethylsulphoxide was a more suitable solvent in the main
mutation study. Also, the test substance was toxic towards
the tester trains at the higher dose levels, therefore, 50 ng
per plate was chosen asthetop dose. In the main study, no
subgtantia increases in the revertant colony numbers of any
of the five strains were observed following trestment with
the test substance a any dose leve, either in the presence
or absence of S-9 activation.

500 ng per plate

Negative with and without activation

None
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Conclusions
Remarks:

Data Quality
Reiability (Klimisch):
Remarks:

Refer ences

Other
Last changed:
Order number for sorting:
Remarks:

There was no clear evidence of mutagenic potentid of this
test substance in this bacteria test system at dose levels up
to 50 ny/plate (author of the article).

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

1B
Rdiable without regtriction; comparable to guiddine study.

Richold, M., E. Jonesand L. A. Fenner. 1983. Ames
Metabolic Activation Test to Assess the Potentia
Mutagenic Effect of [CAS RN 71820-35-4]. Huntingdon
Research Centre, Cambridgeshire, UK.

Jduly 25, 2000
154
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5.5 GENETIC TOXICITY IN VITRO

Test Substance
| dentity:

Purity:
Remarks.

Method

Method/guiddline followed:

Type:
Sydtem of tegting:

GLP:
Year:
Species/Strain:

Metabolic activation:
Concentrations tested:

Statisticd methods:
Remarks:

Results
Reault:
Cytotoxic concentration:
Genotoxic effects.
Satigtica results:
Remarks.

Conclusions
Remarks:

Sanitized report — chemical name not stated.

(CAS RN 71820-35-4; Fatty acids, tall-ail, low bailing,
reaction products with 1- piperzineethanamine)

Not stated

Not stated

Reverse mutation assay

Bacteria

Yes

1985

Salmonella typhimurium strains TA 1535, TA 1537,

TA 1538, TA 98 and TA 100

With and without S-9 activation; S-9 mix obtained from the
liver of Aroclor 1254-induced rats

Dose range-finding test: 5000, 500, 50 and 5 ny/plate
Mutation test: 150, 50, 15, 5 and 1.5 nyg/plate

None performed

Dimethylsulphoxide was the solvent used in this study and
was aso used as the negative control. Test was conducted
with and without metabolic activation with S-9 mix. Each
dose leve was run in triplicate with an independent repeat.

Negative

500 ny/plate

Negative with and without activation
None

No evidence of mutagenic potentid of the test substance
was obtained in this bacterid test system at the dose levels
used (author of the report).

The endpoint has been adequately characterized (American
Chemisiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).
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Data Quality

Rdiahility (Klimisch):
Remarks:

Refer ences

Other
Last changed:

Order number for sorting:

Remarks:

2A

Rdiable with restrictions; acceptable, well-documented
publication/study report which meets basic scientific
principles.

Richold, M., E. Jones, and L. A. Fenner. 1985. Ames
Metabolic Activation Test to Assess the Potential
Mutagenic Effect of [CAS RN 71820-35-4]. Huntingdon
Research Centre, Cambridgeshire, UK.

July 27, 2000
155
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5.5 GENETIC TOXICITY IN VITRO

Test Substance
| dentity:

Purity:
Remarks.

M ethod
Method/guiddline followed:

Type:
Sydtem of tegting:

GLP:
Year:
Species/Strain:

Metabolic activation:
Concentrations tested:

Statistical methods:
Remarks:

Results
Reallt:

EH& S 751(CAS RN 68910-87-2; Fatty acids, tal-ail,
reaction products with polya kylenepolyamines,
dodecylbenzenesulfonates)

100%

OECD 471 and 472

Reverse mutation assay

Bacteria

Yes

1996

Salmonella typhimurium strains TA 98, TA 100, TA 1535
and TA 1537 and E. coli strain WP2 uvrA

With and without Aroclor-induced rat S-9 activation

3.3 t0 3333 ny per platefor dl s. typh. drainswithout
metabolic activation

10 to 3333 ny per platefor dl s. typh. srainswith
metabolic activation

10 to 5000 ny per plate for the E. coli strain with and
without metabolic activation.

None used.

The Aroclor 1254-induced rat liver S-9 was prepared at the
laboratory facility and frozen. The S-9 mix was prepared
immediately before use. Ethanol was used as the solvent.
A preliminary toxicity assay was performed with and
without S-9 activation with amaximum dose levd of

5000 ny/plate. In the mutagenicity assay, a minimum of
five dose levels of the test article dong with the gppropriate
vehicle and positive controls were plated both in the
presence and absence of rat liver S-9 activation. All dose
levels of test article, vehicle controls and positive controls
were plated in triplicate using the plate incorporation assay.
An independent repest assay was performed.

Prdiminary Toxicity Assay: Toxicity was generdly
observed at 667 ny/plate with Salmonella only.
Mutagenicity Assay: Precipitate was observed at 3 333 to
3 1000 ny/plate and toxicity was observed at 3 333 to

3 1000 ny/plate with Salmonella. No posgitive responses
were observed with any of the tester strainsin the presence
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Cytotoxic concentretion:

Genotoxic effects,
Statitica results;
Remarks:

Conclusions
Remarks:

Data Quality
Rdiability (Klimisch):
Remarks:

References

Other
Lagt changed:
Order number for sorting:
Remarks:

and absence of S-9 activation in both the initid assay and
the independent repest assay.

3 333 ny/plate of Salmonella

> 5000 ng/plate of E. Coli

Negative with and without activation

None

Under the conditions of this study, the test article,

EH& S 751 was negative in the bacteria reverse mutation
assay (author of the report).

The endpoint has been adequatdly characterized (American
Chemisiry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdliable without regtriction; guiddine study.

Wagner, V. O. and K. E. Burnett. Bacterial Reverse
Mutation Assay with an Independent Repest Assay. 1996.
Report number EHS-751. Microbiologica Associates, Inc.,
Rockville, MD, U. S.

July 25, 2000
162
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5.9 DEVELOPMENTAL TOXICITY/TERATOGENICITY

Test Substance
| dentity:

Purity:
Remarks.

Method

Method/guideine followed:

GLP

Year:

Species.

Stran:

Route of adminigtration:

Doses/concentration levels:

Sx:
Exposure period:
Frequency of trestment:

Control group and treatment:

Durdtion of test:
Statistica methods

Remarks

Comperlan KD (CAS RN 68603-42-9; Amides, coco, N,

N-big(hydroxyethyl))
90 - 95% (Amides, coco, N,N-bis (hydroxyethyl))

OECD 414

Yes

1994

Rat

Sprague-Dawley CD

Ord gavage

0, 100, 300 and 1000 mg/kg/day

Femde

Days 6 - 15 of gestation

7 days/week

Y es (concurrent, treated with arachis oil, DAB 9)

Days 0 - 20 of gestation

If norma digtribution, Dunnett- Test comparing trested
groupsto control. The Stedl- Test was gpplied when the
data could not be assumed to follow normd distribution.
Fisher’s Exact Test for 2 x 2 tables was applied if the
variables could be dichotomized without loss of
information (Bonferroni-Holm-corrected).

Femaes were mated at the supplier and received at the
tedting facility on day O of getation. Dose volume was

5 mi/kg body weight, adjusted for body weighed on day 6
of gestation. Animaswere observed at least twice daily
for Sgns of reaction to treatment and/or symptoms of
illness. Body weights were recorded on day 0, 6, 16 and 20
of gestation. Femaes were sacrificed by onoverdose of
ether on day 20 of gedtation. The uterus was weighed and
the fetuses were removed by caesarean section. Corpora
lutea were counted and the number and distribution of
intrauterine implantations were classfied aslive or dead
fetuses, late intrauterine deaths (resorptions), or early
intrauterine deaths (resorption sites).  Intrauterine deeths
were classfied on the basis of the presence (late) or
absence (early) of fetd or decidud tissue in addition to
placenta tissue. Live fetuses were weighed individudly
including placentaand examined for externd

abnormdlities. One hdf of the fetuses for each litter were
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Results

Maternal toxicity NOAEL:

fixed in Bouin's solution to examine the visceraand brain
by Wilson's dicing technique. After examination these
tissueswere discarded. The remaining fetuses were
processed (dizarin red gaining), examined for skeletd
abnormadities and retained.

1000 mg/kg/day

Developmentd toxicity NOEAL : 1000 mg/kg/day

Actua dose received:
Maternd data

Fetal data:

0, 100, 300 and 1000 mg/kg/day

No deaths occurred in any damsin the control or treated
groups. Compound-related symptoms were observed in dl
trestment groups as saivation (severein the

1000 mg/kg/day group) and propulsion of the head. Body
weight, body weight gains and corrected body weight gains
were comparable across al groups. There were no
sgnificant macrascopic findingsin any of the control or
trested animals.

Litter parameters:

Post-implantation loss and total embryonic deaths were
datidicdly sgnificantly increased in dl treated groups
compared to the control group. These findings were
considered incidenta because in each group there was one
gngle femde with a high incidence of embryonic deaths
and the incidence of post weight loss was not dose-
dependent. The sex ratio of the fetuses was not affected by
the trestment with the test substance.

Body weights.

There were no Sgnificant differencesin the body weights

of live fetuses (on alitter or individuad basis) between the
treated and control groups

Externd examinations

There were no externd macroscopic findings noted in any
fetus that were conddered to be an effect of the trestment
with the test article.

Viscerd examinations of the preserved fetuses did not
reved any trestment-related abnormalities.

Keda examinations

Satidicaly sgnificant retardetion in ossfication was
observed in the 300 and 1000 mg/kg/day groups compared
to the controls. The incidence of two sternebrae unossified
was sgnificantly increased in the 300 and 1000 mg/kg/day
groups compared to the control group. The incidence of
incomplete ossfication of the skull bones was dso
sgnificantly increased in the 2000 mg/kg/day group
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Satidica results
Remarks.

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other
Last changed:
Order number for sorting:
Remarks:

compared to the control group but was essentially due to
two dams, which had atota of 10 incomplete ossified skull
bones of the 17 observed for this group. The skeletd
retardation effects were consdered to be incidenta because
the vaues were within the normal range of variation for
thisgrain.

Described above

The results of this study showed that repested ord
adminigtration of COMPERLAN KD to pregnant rats on
day 6 through 15 of gestation, caused no symptoms of
cumuletive toxiaity up to adose level of 1000 mg/kg/day.
With the exception of sdivation and propulsion of the head
during the dose adminigtretion, there were no treatment-
related effects. Also, COMPERLAN KD does not reved
any embryotoxic or teratogenic potentid at dose levels up
to 1000 mg/kg/day (author of the report).

The endpoint has been adequatdly characterized (American
Chemisiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdiable without redtrictions; guiddine study.

Fittermann, W. 1994. Embryotoxicity Study (Including
Teratogenicity) in the Rat (Segment 11). Report number RT
920403. Henkel KGaA, Duesseldorf, Germany.

July 26, 2000
147
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3.5 BIODEGRADATION

1. SURFAM P-12B (CAS RN 68122-86- 1; Imidazolium compounds,
4,5-dihydro- 1-methyl- 2-nortalow akyl-1- (2-tdlow amidoethyl) Me sulfate).
U. S EPA. 1988. Twenty One Reports on Four Different Chemicaswith
Attachments and Cover Letter Dated 081788 (Sanitized). Document
NUMBEr 86-880000345. .......oouiiuirierieieiesie sttt sttt et sbe b nreens 4

4.2 TOXICITY TO AQUATIC INVERTEBRATES

2. 1-(2-hydroxyethyl)- 2- heptadecenyl- 2-imidazoline (EH& S 686)
(CASRN 61791-39-7; 1H-Imidazole-1-ethanal, 4,5-dihydro-, 2-nortdl-all
akyl derivs).
Wad, T. J, J. P. Magazu and R. L. Boeri. 1994. Static Acute Toxicity
of EH& S 686 to the Daphnid, Daphnia magna. Report number 513-NA.
T. R. Wilbury Laboratories, Inc., Marblehead, MA, U. S. ... 6

5.1.1 ACUTE ORAL TOXICITY

3.  1H-Imidazole-1-ethanamine4,5-dihydro-,2-nortdl-oil dkyl derivatives
(CAS RN 68442-97-7).
Acute Ord Toxicity Study in Sprague-Dawley Rats with a Fatty Acid
Imidazoline with Cover Letters Dated 10/06/84 and 10/29/84 (Sanitized).
1984. EPA document number 8EHQ-1084-05315..........cccoieeeeiieeeeieeeeeee e eriree e 8

4. Carsosoft S90 (CAS RN 68122-86-1; Imidazolium compounds,
4,5-dihydro- 1-methyl- 2-nortalow akyl-1-(2-talow amidoethyl) Me sulfate).
U. S EPA. 1978. Primary Dermd Irritation, Derma Corroson & Ocular
Irritation Studiesin Rabbits & Acute Ord Toxicity Study in Rats on Two
Chemicaswith Cover Letter Dated 081288. Document 1. D.
NUMBEr 86-880000338. .......ccerueruieirieriesiesiesiesiesseeesseeseesseseessessessesseeseeeessessessessessessens 10

5. Miranol 2M (CAS RN 68122-86- 1; Imidazolium compounds,
4,5-dihydro- 1-methyl- 2-nortalow akyl-1-(2-talow amidoethyl) Me sulfate).
U. S EPA. 1988. Twenty One Reports on Four Different Chemicaswith
Attachments and Cover Letter Dated 081788 (Sanitized). Document
NUMBEr 86-880000345. .......ciueriiriiriieieie sttt st st se e e e seeseesresresreas 12

5.4 REPEATED DOSE TOXICITY

6. Varisoft 475 (75%) (CAS RN 68122-86- 1; Imidazolium compounds,
4,5-dihydro- 1-methyl- 2-nortadlow akyl-1-(2-talow amidoethyl) Me sulfate).
Evauation of Varisoft 475 (755) in a 13-Week Dietary Toxicity Study in
Dogs (Volume I-11) with Attachments and Cover |etter dated 052192.U. S.
EPA Document number 86-920000941. Microfiche Number OTS0536282. ............. 14
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Miranol J2M (CAS RN 68122-86-1; Imidazolium compounds,

4,5-dihydro- 1-methyl- 2-nortalow akyl- 1- (2-talow amidoethyl) Me sulfate).

U. S.EPA. 1988. Twenty One Reports on Four Different Chemicaswith

Attachments and Cover Letter Dated 081788 (Sanitized). Document

NUMBEr 86-880000345. .......oouiiuiriiriieieie ettt b e b e e e e saesrenae s 18

5.5 GENETIC TOXICITY IN VITRO

8.

10.

Vaisoft 475 (75%) (CAS RN 68122-86- 1; Imidazolium compounds,

4,5-dihydro- 1-methyl- 2-nortalow akyl-1-(2-talow amidoethyl) Me sulfate).

Sherex Chem. Co. 1989. Mutagenicity Test on Varisoft 475 (75%) in the

Ames Salmonella/Microsome Reverse Mutation Assay with Cover Letter

Dated 040689. EPA Document number 86-890000177. .......cccvvvreeereereeniesienieseennene 21

Varisoft 475 (75%) (CAS RN 68122-86- 1; Imidazolium compounds,

4,5-dihydro- 1-methyl- 2-nortalow akyl-1-(2-talow amidoethyl) Me sulfate).

Sherex Chem. Co. 1989. Mutagenicity Test on Varisoft 475 (75%) in an

In Vitro Cytogenetic Assay Measuring Chromosoma Aberration Frequencies

in CHO Cedllswith Cover Letter Dated 933189. EPA Document

NUMBEr 86-890000LE5. .......ccveruerreerieieiesiesiesie et eesee e saeseestesbessesseeseeeesaesseseessessessens 24

Varisoft 475 (75%) (CAS RN 68122-86-1; Imidazolium compounds,

4,5-dihydro- 1-methyl- 2-nortalow akyl-1-(2-talow amidoethyl) Me sulfate).

Cifone, MariaA. 1989. Mutagenicity Test on Varisoft 475 (75%) in the Rat

Primary Hepatocyte Unscheduled DNA Synthesis Assay. Study

number 10554-1-447. Sherex Chemical Company, Inc. Dublin, OH, U. S................ 27

5.9 DEVELOPMENTAL TOXICITY/TERATOGENICITY

11.

12.

Varisoft 475 (75%) (CAS RN 68122-86- 1; Imidazolium compounds,

4,5-dihydro- 1-methyl- 2-nortadlow akyl-1-(2-talow amidoethyl) Me sulfate).

Chun, J. S.and T. L. Neeper-Bradley. 1993. Developmentd Toxicity Dose

Range- Finding Study of Varisoft 475 (75%) Administered by Gavage to CD®
(Sprague-Dawley) Rats. EPA Document number 86-930000148. Bushy Run

Research Center, EXPOrt, PA, U. S. ..ottt 29

Varisoft 475 (75%) (CAS RN 68122-86- 1; Imidazolium compounds,
4,5-dihydro-1-methyl-2- nortalow akyl-1-(2-talow amidoethyl) Me sulfate).
Neeper-Bradley, T. L. 1992. Developmentd Toxicity Evauation of

Varisoft 475 (75%) Administered by Gavage to CD® (Sprague-Dawley) Rats.

Report number 9IN0034. Bushy Run Research Center, Export, PA, U. S. ................ 32



FND Amides— Appendix 2
September 16, 2004
Page 4 of 4

3.5 BIODEGRADATION

Test Substance
| dentity: SURFAM P-12B (CAS RN 68122-86-1; Imidazolium
compounds, 4,5-dihydro-1-methyl-2-nortalow akyl-1-(2-
talow amidoethyl) Me sulfate)
Purity: Not stated
Remarks:
Method
Method/Guideline followed: Not stated
Test type: Biochemica oxygen demand
GLP: Not stated
Year: 1988
Contact time: 20 days
Inoculum: Secondary effluent from both the Michigan Divison's 437
Wastewater Treatment Plant and the City of Midland
Wastewater Trestment Plant.
Remarks: Two different bacterial seed sources were used at a
concentration of 45 ml of effluent per liter of seed solution.
The seed activity was checked by running a5-day BOD test
on a standard solution of glucose-glutamic acid.
Results
Degradation:
Municipal Seed Industrial Seed
Day | BOD (p/p) | BOD/TOD (%) | BOD (p/p) | BOD/TOD (%)
5 0.04 5 0.03 4
10 0.04 5 0.03 4
20 0.05 5 0.03 4
Reaults: The test substance consumed little oxygen in the BOD test.
The fact that the BOD isthe same after 5, 10 and 20 days
of incubation indicates that a minor component of the
sample (probably acrylic acid) is degraded in the first five
days while the Surfam component itself does not degrade.
Kinetic: None stated
Breakdown products: None stated
Remarks: The test substance would not be expected to sgnificantly

degrade in a conventiond biologica wastewater trestment
plant.
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Conclusions
Remarks:

Data Quality
Reiability (Klimisch):
Remarks:

References

Other Available Reports

Other
Lagt changed:

Order number for sorting:

Remarks:

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2D
Rdiable with regrictions; limited details available.

U. S. EPA. 1988. Twenty One Reports on Four Different
Chemicals with Attachments and Cover Letter Dated
081788 (Sanitized). Document number 86-880000345.

July 3, 2001
166b
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4.2 TOXICITY TO AQUATIC INVERTEBRATES

Test Substance
| dentity:

Purity:
Remarks.

Method

Method/Guiddine followed:

Test type:

GLP:

Year:

Andytica procedures:
Species/Strain:

Tedt detalls:

Statigtical methods:

Remarks:

1-(2- hydroxyethyl)- 2- heptadecenyl- 2-imidazoline (EH& S
686) (CAS RN 61791-39-7; 1H-Imidazole-1-ethanal, 4,5
dihydro-, 2-nortdl-oil dkyl derivs)

Not stated

U. S. EPA FIFRA 40 CFR 158, Guidéine 158.490

Static

Yes

1994

No

Daphnia magna

Static

Computer-generated L Csq caculations (Stephan, C. E.
1983. Computer program for calculation of LCsp vaues.
U. S. EPA. Duluth, MN, U. S. Personad communication.)
using probit and moving average methods

The experiment measured the survivad of Daphnia magna
over a48-hour exposure to the test and control substances.
Daphnids were cultured at the |aboratory in dechlorinated
tap water. Daphnids were hedlthy prior to the test.
Daphnids less than 24-hours old were exposed to five
concentrations of the test substance and a dilution water
control. The nomind test concentrations were: O (control),
1.3, 2.2, 3.6, 6.0 and 10 mg/l. Treatments were replicated
twice with 10 daphnids per replicate (20 daphnids per
experimental group). Test vessals were 300-ml glass
besakers containing 250 ml of solution. At test initiation,
daphnids were indiscriminatdy didtributed to the test
vessdls, the test vessels were loosaly covered and randomly
assigned to alocation in the testing area. A 16-hour
light/8-hour dark photoperiod was provided using cool-
white fluorescent lights a an intensity of 3 mEin/sec/nt.
Dissolved oxygen (DO), water pH, conductivity and
temperature were measured each day in each test chamber
that contained live dgphnids. Dilution water was
dechlorinated tap water adjusted to a hardness of 180 mg/I.
The target test temperature was 20+1 °C. The number of
surviving daphnids and the occurrence of sublethd effects
(immohilization, loss of equilibrium, erratic svimming,
loss of reflex, excitahility, discoloration, or changein
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Results
Nomina concentrations (mg/l):
Measured concentrations (mg/l):
Unit:
ECso (48- hOUf):
L Cso (48-hour):
NOEC (48-hour):
Satidtical results
Remarks.

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

behavior) were determined visually and recorded initidly
and after 24 and 48 hours. Effect concentrations were
based on nomina concentrations.

0 (contral), 1.3, 2.2, 3.6, 6.0 and 10

Not measured

mg/l

1.5 mg/l (95% confidence limits 1.2 — 1.8 mg/l)

1.7 mg/l (95% confidence limits. 1.3 —2.0 mg/l)

<1.3mg/l

Described above

No deaths or abnorma effects occurred in the control group
of daphnids. The percent mortdity at 48 hoursinthe 1.3,
2.2, 3.6, 6.0 and 10 mg/l treatment groups were 35, 60, 100,
100 and 100%, respectively. Surviving dephnidsin the

1.3 mg/l treetment showed no abnorma effects, while four
of eight surviving daphnidsin the 2.2 mg/l treatment were
immobilized. The 6.0 and 10 mg/l test solutions were
dightly cloudy at the gart of the toxicity test. No other
insoluble materid was noted during the exposure period.

The endpoint has been adequately characterized (American
Chemisiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdliable without redtriction; guiddine study.

Ward, T. J,, J. P. Magazu and R. L. Boeri. 1994. Static
Acute Toxicity of EH& S 686 to the Daphnid, Daphnia
magna. Report number 513-NA. T. R. Wilbury
Laboratories, Inc., Marblehead, MA, U. S,

July 24, 2000
106
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks:

M ethod
Method/guideline followed:
Type:
GLP:
Year:
SpeciedStrain:
Sex:
No. of animals per sex per dose:
Vehide
Route of adminigtration:
Remarks.

Results
Vdue
Number of deaths;
Remarks

Conclusions
Remarks:

1H-Imidazole- 1-ethanamine4,5-dihydro-,2-nortal-oil akyl
derivatives (CAS RN 68442-97-7)
Not stated

FDA 16 CFR 1500.3 — Commercid Practices

LDso limit test

Yes

1984

Sprague-Dawley Rats

Mdeand femde

5

None

Ord gavage

Five young mae and five young femde rats (209 - 298 g)
were administered a single dose of the undiluted test
ubstance at aleved of 5.0 g/kg body weight. Animaswere
fasted from food overnight prior to dosing. Animals were
weighed prior to dosing and at termination. They were
observed frequently on the day of dosing and dally
theresfter for atotal of 15 days. All externd signs of
toxicity or pharmacologicd effects were noted. All
animasthat died during the study were subjected to agross
necropsy and abnormdlities were recorded.

Not stated

6

Sixty percent of the animas (4 of 5 maesand 2 of 5
femdes) died during the study. No grosslesonswere
observed during the necropsy of these animas. Eighty to
100% of the animals exhibited decreased activity, ataxia,
diarrheaand divation.

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
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Data Quality
Rdiability (Klimisch): 1C
Remarks. Rdliable without redtrictions; guiddine studly.
References Acute Ora Toxicity Study in Sprague-Dawley Ratswith a

Fatty Acid Imidazoline with Cover Letters Dated 10/06/84
and 10/29/84 (Sanitized). 1984. EPA document number
8EHQ-1084-05315.

Other Available Reports

Other
Last changed: July 25, 2000
Order number for sorting: 126

Remaks
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks:

Method
Method/guiddine followed:
Type:
GLP:
Y ear:
Species/Strain:
Sex:
No. of animals per sex per dose:
Vehide
Route of adminigtration:
Remarks:

Results
Vdue
Number of deaths:
Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks.

Carsosoft S-90 (CAS RN 68122-86- 1; Imidazolium
compounds, 4,5-dihydro-1-methyl-2-nortalow akyl-1-(2-
talow amidoethyl) Me sulfate)

90% active ingredient

Not stated

LDso limit test

Not stated

1978

Albino rats/Not stated

Mde and femde

5

Not stated

Ora

Groups of five made and five femaerats (180 - 399 g) were
administered asingle ord dose of 5.0 g/kg test materid and
observed for 14 days.

LDso > 5 g/kg
None
Not atoxic materia to rats under conditions of this test.

The endpoint has been adequately characterized.
(American Chemistry Council Fatty Nitrogen Derivatives
Pandl, Amides Task Group).

2D

Rdiable with redtrictions; data are rdiable but article lacks
details.
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References

Other availablereports

Other
Last changed:

Order number for sorting:

Remaks

U. S EPA. 1978. Primary Dermd Irritation, Dermal
Corroson & Ocular Irritation Studies in Rabbits & Acute
Ord Toxicity Study in Rats on Two Chemicas with Cover
Letter Dated 081288. Document I. D. number
86-880000338.

July 3, 2001
164
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks.

Method
Method/guiddine followed:
Type
GLP:
Y ear:
Species/Strain:
Sex:
No. of animals per sex per dose:
Vehide
Route of adminigtration:
Remarks:

Results
Vdue

Number of desths:

Miranol 2M (CAS RN 68122-86-1; Imidazolium
compounds, 4,5-dihydro-1-methyl-2-nortalow akyl-1-(2-
talow amidoethyl) Me sulfate)

Not stated

Not stated

Acute ora

Not stated

Not stated

Rats/Not stated

Mde and femde

5

None

Gavage

After overnight fasting the undiluted test substance was
adminigtered in one single dose by gavage. For each dose
level five maes and five femaes were treated. On the
bass of preliminary observations, 7.0, 7.5, 8.0, 8.5 and
9.0 ml of the undiluted test substance were administered
per kg of body weight. After trestment the rats received
stock diet and tap water ad libitum. After an observation
period of 14 days the survivors were killed and examined
grody.

LDsp = 8.45 ml/kg body weight with 95% confidence limit
of 8.79 - 813 mi/kg

Dose Number Number of Per cent
(ml/kg) of Males Females Mortality
7.0 0/5 0/5 0
75 0/5 1/5 10
8.0 3/5 2/5 50
8.5 2/5 1/5 50
9.0 4/5 4/5 80
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Remarks:

Conclusions
Remarks:

Data Quality
Reiability (Klimisch):
Remarks.

Refer ences

Other availablereports

Other
Last changed:
Order number for sorting:
Remarks:

Two hours after treatment dl rats showed diarrhea. The
animas became duggish, showed sgns of paralyss and
lost consciousness. Severd died within 12 hours. The
aurvivors looked quite hedthy again after 12 hours. At the
autopsy of the surviving rats at day 14, no microscopic
changes were observed.

The endpoint has been adequately characterized.
(American Chemistry Council Faity Nitrogen Derivatives
Panel, Amides Task Group).

2D
Rdiable with regtrictions; limited detals available

U. S. EPA. 1988. Twenty One Reports on Four Different
Chemicas with Attachments and Cover Letter Dated
081788 (Sanitized). Document number 86-880000345.

July 3, 2001
166b-2
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5.4 REPEATED DOSE TOXICITY

Test Substance
| dentity:

Purity:
Remarks.

M ethod
Method/guiddline followed:

Test type:
GLP:

Yea.

Species.

Strain:

Route of adminigtration:
Duration of test:
Doses/concentration leves:

Sex:

Exposure period:

Frequency of trestment:

Control group and treatment:
Postexposure observation period:
Statistica methods:

Remarks:

Varisoft 475 (75%) (CAS RN 68122-86-1; Imidazolium
compounds, 4,5-dihydro-1-methyl-2-nortalow akyl-1-(2-
talow amidoethyl) Me sulfate)

76.6% in isopropyl acohol

U. S. EPA Pegticide Assessment Guiddlines, Subdivison F,
Hazard Evaluation: Human and Domestic Animas
(Guiddine 82-2)

Ora

Yes

1992

Dog

Beagle

In food

13 weeks

4000, 12000 and 40000 ppm (142, 366 and

1322 mg/kg/day for males; 144, 632 and 1948 mg/kg/day
for femdes

Mde and femde

91 to 93 days

Daly

Yes, control diet

None

Anayss of variance, Bartlett's Test for Homogeneity of
Variance, T-datistic as described by Sted and Torrie, Ostle
and Dunnett’ s Tableswith a Bonferroni correction

The siudy evaluated the subchronic ora toxicity of Varisoft
475 (75%) in a13-week study in dogs. Four male and four
femde beagle dogs were offered the test substancein the
diet at concentrations of 0, 4000, 12000 and 4000 ppm
active ingredient for 13 weeks. Diet and water were
available ad libitum, except prior to clinica pathology
testing and necropsy, when diet and/or water were withheld
overnight. Male animals weighed between 9.1 to 11.6 kg
and femalesweighed 6.5 to 8.8 kg. Observations were
conducted a least twice daily for mortdity and overt
toxicity. Detailed observations, body weights and food
consumption were recorded weekly. Ophthamologic
examinaions were performed on dl animas prior to sudy
initiation and a study termination. Physical examinations,
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aswedl as hematologica dlinicd chemigry and urologica
eva uations were conducted on al animas prior to study
initiation and & monthly intervals during the sudy. At
sudy termination, a thorough post-mortem examination
was conducted on dl dogs. A complete set of al magjor
tissues and organs was harvested and selected organs were
weight. The saved tissues were processed histologically
and microscopic examination was conducted.
Results
NOAEL (NOEL) NOEL = 4,000 ppm (143 mg/kg/day)
LOAEL (LOEL) 12,000 ppm (366 and 632 mg/kg/day for maes and
femaes, respectively)
Actual dose recelved: 142, 366 and 1322 mg/kg/day for males; 144, 632 and
1948 mg/kg/day for femaes
Toxic response/effects. Described below
Satidtica results: Described below
Remarks. During the 13-week treatment period, one male and one

femae dog administered diets containing 40,000 ppm test
substance lost 1.4 and 1.1 kg of body weight, respectively.
The body weight gains of al other mae and femae dogs
administered test substancein their diet were considered to
be comparable to the body weight gains of the respective
control animasin thisstudy. During the first week of the
Study, there was a clear reduction in food consumption,
indicating an averson to the treeted diets, in both the mae
and fema e dogs administered diets containing 40,000 ppm
test substance. Theresfter, there continued to be evidence
of averson to the treated diets. In maes, thiswas
evidenced by adight reduction in food consumption in al
treatment groups. In femaes, the averson was evidenced
by an gpparent increase in food spillage, which was
consdered to at least partidly account for the differencein
actud recelved dosages between males and femdes. Al
dogs survived to study termination. No changes noted in
physica condition or appearance were considered to be
related to treetment with the test substance. At termination,
body weights appeared to be reduced for males and femaes
receiving 40,000 ppm of the test substance in the diet.
However, the reduction was due to the body weight loss of
the one mae and one femae dog noted above. Smdll
reductions in mean vaues for erythrocyte, hemoglobin and
hematocrit were observed in both mae and female dogsin
the 40,000 ppm treatment group relative to the
corresponding mean control vaues a one or more intervals
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of andyss The differences were dight, adight difference
was aso observed in the pre-study measurements, and the
vaues were within historical control range. Therefore, the
toxicologicd ggnificance of the changes in hematology
measurementswas unclear. At al anadlyssintervals during
the treatment period, mean cholesterol values for mae and
femae dogs in the 40,000 ppm trestment group were
reduced relative to the corresponding control group. The
mean cholesterol vaues for the mae dogsin the

12,000 ppm trestment group were aso reduced relaive to
the corresponding controls. No trestment-related changes
in urinalys's messurements were observed. No treatment-
related ophthalmologic changes or clinical observations,
organ weight changes, or gross necropsy observations were
Seen at termination. A small number of macroscopic
lesions were seen in both male and female animals across
dietary concentrations. These lesions were considered to
be spontaneous and not related to the adminigtration of the
test aticle. Theratio of the weight of the pituitary gland to
the body weight of males at the 12,000 ppm dietary
concentration was sgnificantly decreased rdative to the
control group. Theratio of the weight of the pituitary gland
to the body weight of femalesin the 4,000 ppm dietary
concentration also was sgnificantly decreased compared to
the control group. Theratio of the weight of theright
adrend gland to the brain weight of the femaeswas
sgnificantly increased at the 4,000 ppm dietary
concentration compared to the control group. These
findings were not consstent, could not be corrdated with
microscopic findings and were considered to be either
spurious or due to biologica variation, and not related to
the adminigration of the test article. A smal number of
non-neopladtic findings were evident in thissudy. Many
of them occurred in Sngle animds. Some of the more
common lesions included interdtitial pneumonia,
parathyroid cyds, pituitary cysts, thymic arophy, c-cel
hyperplasa of the thyroid gland and minerdization of the
kidneys Multifoca minerdization of the rend medulla of
the kidneys was present in both male (16/16) and female
(15/16) dogs of al dietary concentrations. The above
lesons are considered to be common spontaneous findings
in a 13-week beagle dog study, and none of the
microscopic findings were considered to be related to the
adminigtration of the test article. Reproductive organs were
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Conclusons
Remarks:

Data Quality
Rdiability (Klimisch):
Remarks:

References

Other
Last changed:
Order number for sorting:
Remarks:

examined mesting the requirements for SIDSHPV
reproductive screening.

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdiable without regtriction; guiddine study.

Evauation of Varisoft 475 (755) in a 13-Week Dietary
Toxicity Study in Dogs (Volume I-11) with Attachments
and Cover letter dated 052192. U. S. EPA Document
number 86-920000941. Microfiche Number OTS0536282.

duly 3, 2001
166e
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5.4 REPEATED DOSE TOXICITY

Test Substance
| dentity:

Purity:
Remarks:

Method
Method/guiddine followed:
Type
GLP:
Yedr:
Species/Strain:
Sex:
No. of animals per sex per dose:
Vehide
Route of adminigtration:
Remarks

Miranol J2M (CAS RN 68122-86-1; Imidazolium
compounds, 4,5-dihydro-1-methyl-2-nortalow akyl-1-(2-
tallow amidoethyl) Me sulfate)

37% minimum active ingredient

Not stated

Dietary feeding study

Not stated

1963

Not stated

Mdeand femde

10

Ground Purina Laboratory Chow

Infeed

Groups of mae and female rats (ten of each sex per group)
were maintained for 91 days on diets containing the
following test substance concentrations: 0.0, 3.0, 1.0, 0.3
or 0.03 percent (approximately 0, 2200, 730, 220 and

22 mg/kg/day). The animas were weaned twice weekly for
the first 28 days and once aweek theresfter. They were
observed frequently for gross changes in appearance or
behavior. In addition, records were kept of mortadity, and
food consumption was recorded for the first month.
Termind hematologica vaues were obtained from five
femderatsat the 0.0, 3.0 and 1.0 percent levels. At
necropsy, the animas were fasted overnight, weighed and
killed by decapitation. The lungs, heart, liver, kidneys,
gpleen and testes were removed and weighed. Portions of
each organ, aswell as adrend, pancresas, thyroid, brain,
gomach, small intestine and large intestine were preserved.
Samples of blood serum were obtained for the
determination of urea nitrogen content and dkaine
phosphatase activity. The tissues were examined
microscopicaly. The Fisher “t” test was used in comparing
the mean va ues obtained from the experimental groups
with those of the controls; in generd, probability vaues (p)
of lessthan 0.05 were interpreted as indicating a significant
difference,
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Results
Vdue
Number of desths.

Remarks:

Conclusions
Remarks:

NOAEL > 2200 mg/kg/day

Groups of mae and female rats that recelved the test
substance in their diets in concentrations as high as 3.0
percent for aperiod of 91 days showed no evidence of
adverse effect that can be attributed to the inclusion of the
test material. Judgment was based on generd appearance
and behavior, growth, mortality, food consumption,
termina hematologica vaues, serum urea nitrogen and
akaine phosphatase determinations, fina average body
and organ weights, and gross and microscopic examination
of thetissues. Statidticdly sgnificant increases were found
inthefind average liver/body weight ratios of the maerats
that received 3.0 percent of the test substancein their diets
and the femaes on dl the levels except 0.1 percent. The
fina average weights of the kidneys of the femae rats on
the 3.0 and 1.0 percent levels were dso sgnificantly
increased. However, the average weights of the livers of
both sexes of controls and the kidneys of the femae
controls used for comparison were lower than those usually
found for untreated ratsin these body weight ranges,
resulting in satitica variations in the test groups of no
practical importance. The satidtically sgnificant increases
in the final average orgarvbody weight ratio of the spleens
of the femalesthat received 1.0, 0.3 or 0.03 percent
Miranol J2M concentrate are not believed to be due to the
incluson of the test materid in feed, since there was no
increase on the top level, and noncellular changes were
observed upon microscopic examination. The test
substance isjudged to be extremdy low in repeated ora
toxicity when fed as gpart of the diet to mae and female
ratsfor aperiod of 91 days. Dietary levels of 3.0 percent
and below were tolerated without evidence of adverse
effects.

The endpoint has been adequately characterized.
(American Chemidiry Council Fatty Nitrogen Derivatives
Panel, Amides Task Group).
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Data Quality

Rdiability (Klimisch):
Remarks,

References

Other availablereports

Other
Last changed:

Order number for sorting:

Remarks:

2A
Rdiable with restrictions; acceptable, well-documented
study report that meets basc scientific principles.

U. S. EPA. 1988. Twenty One Reports on Four Different
Chemicals with Attachments and Cover Letter Dated
081788 (Sanitized). Document number 86-880000345.

July 3, 2001
166b-1
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5.5 GENETIC TOXICITY IN VITRO

Test Substance

| dentity: Varisoft 475 (75%) (CAS RN 68122-86-1; Imidazolium
compounds, 4,5-dihydro-1-methyl-2-nortalow akyl-1-(2-
talow amidoethyl) Me sulfate)

Purity: 75% in isopropyl acohol

Remarks.

M ethod

Method/guiddine followed: Based on the direct plate incorporation method published
by Ameset al. (1975)

Type Reverse mutation assay

System of tedting: Bacterid

GLP: Yes

Yea: 1988

SpeciesStrain: Salmonella typhimurium strains TA1535, TA1537,
TA1538, TA98 and TA100/obtained from Dr. Bruce Ames,
Universty of Cdiforniaat Berkeley, CA

Metabolic activation: With and without S-9 activation; S-9 mix obtained from the
liver of male Sprague-Dawley derived, Aroclor 1254-
induced rats

Concentrations tested: 0.05, 0.10, 0.50, 1.00, 2.00, 4.00 and 8.00 pl per plate

Statistica methods: None

Remarks: The test substance was prepared with the solvent,

dimethylsulfoxide (DMSO). A dose range-finding test was
conducted using TA100 bacterid strain and concentrations
of 0.018 to 150 pl/plate without activation. Based on the
results of the dose range-finding test, Salmonella
typhimurium strains TA1535, TA1537, TA1538, TA98 and
TA100 were treated with the test substance at
concentrations of 0.05 to 8.00 pl of sample per plate with
and without metabolic activation. The assays were
conducted using three plates per dose level. An
independent repest assay was performed. Negative
controls (solvent only) were assayed concurrently with the
test substance, both in the presence and absence of
metabolic activation. The following positive controls were
included in each tet:

2-anthramine (for dl bacterid drains, 2.5 ng/plate) in the
presence of metabolic activation; and sodium azide
(TA1535 and TA100, 10 ng/plate), quinacrine mustard
(TA1537, 5 ng/plate) and 2-nitrofluorene (TA1538 and
TA98, 10 ny/plate) in the absence of metabolic activation.



FND Amides— Appendix 2
September 16, 2004

Page 22 of 22
Criteriafor a poditive response were:

Strains TA1535, TA1537 and TA1538: data sets
were evaluated as positive if a dose response was
observed over aminimum of three test
concentrations and the increase in revertants was
equa to or greater than three times the solvent
control value at the peak of the dose response.
The solvent control vaue should be within the
normal range for evauating the results.
Strains TA98 and TA100: data sets were
evauated as positive if a dose response was
observed over aminimum of three test
concentrations and the increase in revertants
achieved a doubling of the solvent control vaue
at the peak of the dose response. The solvent
control vaue should be within the normd range
for evaluation the results.

Results

Reault: The test substance did not exhibit genetic activity in these
assay's and was not mutagenic under the test conditions
according to the assay criteria.

Cytotoxic concentration: The test substance exhibited varying degrees of toxicity
with al the srains a 4.0 and 8.0 pl/platein the
nonactivation and activation assays.

The dose range-finding study showed decreased bacteria
lawn at 2.34 ul/plate and above and an absence of the
background lawn at concentrations of 18.8 pl/plate and
higher.

Genotoxic effects: Negative with and without activation

Statidtical results

Remarks.

Conclusons
Remarks: Thetest materid, Varisoft 475 (75%), did not exhibit

genetic activity in any of the assays conducted in this
evauation and was not mutagenic to the Salmonella
typhimurium indicator organism under these test conditions
according to the defined evauation criteria (author of the
report).

The endpoint has been adequately characterized.

(American Chemistry Council Fatty Nitrogen Derivatives
Pandl, Amides Task Group).
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Data Quality
Rdiability (Klimisch):
Remarks:

References

Other
Last changed:

Order number for sorting:

Remarks:

1A
Rdiable without redtriction; guiddine study.

Sherex Chem. Co. 1989. Mutagenicity Test on

Vaisoft 475 (75%) in the Ames Salmonella/Microsome
Reverse Mutation Assay with Cover Letter Dated 040689.
EPA Document number 86-890000177.

July 3, 2001
165
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5.5 GENETIC TOXICITY IN VITRO

Test Substance
| dentity:

Purity:
Remarks.

M ethod
Method/guiddline followed:

Type:
Sydtem of tegting:

GLP:
Year:
Species/Strain:

Metabolic activation:

Concentrations tested:

Satigica methods:
Remarks:

Varisoft 475 (75%) (CAS RN 68122-86-1; Imidazolium
compounds, 4,5-dihydro-1-methyl-2-nortalow akyl-1-(2-
talow amidoethyl) Me sulfate)

75% in isopropyl acohol

OECD guiddline no. 473

Cytogenetic assay (chromosomal aberration)

Nonbacterial

Yes

1988

Chinese hamgter ovary (CHO-WBL); origindly obtained
from the laboratory of Dr. S. Wolff, Univerdty of
Cdifornia, San Francisco, CA

With and without S-9 activation; S-9 mix obtained from the
liver of mae Sprague-Dawley derived, Aroclor 1254-
induced rats

3.74 to 74.8 pg/ml without activation

15.0 to 199 pg/ml with activation

Fisher’s Exact Test

The test substance was suspended in deionized water a a
stock concentration of 49.6 mg/ml. A 1:10 dilution of this
stock solution and serial dilutions of this dilution were used
in the range-finding assays for testing concentrations of
0.165 to 4960 nyml in ahdf-log series. Range-finding
and chromosomal aberration assays were tested with and
without metabolic activation. Because no cdll cycledeay
was evident at the doses with viable metaphase cdlsin
ether range-finding assay, aten-hour harvest was selected
for the aberrations assays. Duplicate cultures of CHO célls
were used for dl test material concentrations. Single
cultures were used for the negative control, solvent control
and at each of two doses of the podtive control. Solvent
controls were cultures containing the solvent, deionized
water, at the same concentration used in test cultures. The
positive controls used in the assays were mitomycin C
(0.25 and 0.50 ng/ml for the range-finding assays and 0.5
and 1.0 ng/ml for the chromosomd aberrations assays) for
the nonactivation series and cyclophosphamid (12.5 and
20.0 ng/ml for the range-finding assays and 25.0 and

50.0 ng/ml for the chromosomal aberrations assays) in the
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Results
Reault:

Cytotoxic concentration:

metabolic activation series. Chromosomal aberrations were
analyzed from the four highest doses from which results
could be obtained and from only one of the positive control
doses. The following factors were taken into account in the
evauation of the chromosoma aberrations data:
- Theoveral chromosomal aberration frequencies;

The percentage of cdlswith any aberrations,

The percentage of cdls with more than one

aberraion; and

Any evidence for increasing amounts of damage

with increasing dosg, i.e. a positive dose response;

The estimated number of bresksinvolved in the

production of the different types of aberrations that

were observed, i.e. complex aberrations may have

more sgnificance than Smple breaks.
Deviations from OECD Guiddines. The highest dose used
in this assay was one that alowed the collection of a
suitable number of mitotic cells (maximum tolerated dose).
The guiddine suggests that the high dose used should
suppress mitotic activity by about 50%. Because the
laboratory collects purdy mitotic cells, they do not carry
out amitotic index estimation as suggested in the
guiddines. Suppresson of mitotic activity is estimated
from the test for cdll cycle delay and from observations of
cdl monolayers before fixation.

No sgnificant increase in chromosomdly aberrant cdlls
was observed at any of the concentrations andyzed. The
test substance is considered negetive for inducing
chromosomd aberrationsin CHO cells under both
nonactivation and activation conditions of this assay.
Complete cdllular toxicity was observed at 165, 496, 1650
and 4960 ng/ml in the nonactivation range-finding assay
and at 496, 1650 and 4960 ng/ml in the range-finding assay
with metabolic activation. In the chromosoma aberrations
assay without metabolic activation, sgns of toxicity
(unhedlthy cell monolayer, reductions in the cell monolayer
confluence and/or reductions in visble mitotic cdls) were
observed at 37.4 pg/ml. In the chromosoma aberrations
assay with metabolic activation, sgns of toxicity (floating
deed cdlls, floating debris, unhealthy cell monolayer,
reductions in visble mitotic cells and/or reductionsin the
cdl monolayer confluence) were observed at 49.9 pg/ml
and above.
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Genotoxic effects: Negative with and without metabolic activation
Statidtical results Results of test substance groups not sgnificantly different
from solvent control group.
Remarks:
Conclusons
Remarks: The test article, Varisoft 475 (75%), is considered negative
for inducing chromosomal aberrations in Chinese hamster
ovary cells under both nonactivation and activation
conditions of this assay (author of the report).
The endpoint has been adequately characterized.
(American Chemisiry Council Fatty Nitrogen Derivetives
Panel, Amides Task Group).
Data Quality
Rdiability (Klimisch): 1A
Remarks: Rdiable without regtriction; guiddine study.
References Sherex Chem. Co. 1989. Mutagenicity Test on
Varisoft 475 (75%) inan In Vitro Cytogenetic Assay
Measuring Chromosomal Aberration Frequenciesin CHO
Cdlswith Cover Letter Dated 933189. EPA Document
number 86-890000165.
Other
Last changed: Jduly 3, 2001
Order number for sorting: 166

Remarks:
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5.5 GENETIC TOXICITY IN VITRO

Test Substance
| dentity:

Purity:
Remarks.

Method
Method/guiddine followed:

Type:

Sysem of tegting:
GLP:

Yea:
SpeciedStrain:

Metabolic activation:
Concentrations tested:
Statisticd methods:
Remarks.

Results
Reault:

Varisoft 475 (75%) (CAS RN 68122-86-1; Imidazolium
compounds, 4,5-dihydro-1-methyl-2-nortalow akyl-1-(2-
talow amidoethyl) Me sulfate)

75% in isopropyl acohol

EPA FIFRA Good laboratory Practice Standards as set
forthin Title 40 of the U. S. Code of federad Regulations
Part 160

Unscheduled DNA synthesis

Nonbacteria

Yes

1989

Hepatocytes obtained from adult mae Fischer 344 rats,
purchased from Charles River Breeding Laboratories, Inc.
(CDF(F344)/CrIBR)

Not applicable

See below

Fisher's Exact Test

A solution of test substancein DM SO was seridly diluted
with DM SO and each stock was diluted 1:100 into medium
(WMEI) to obtain the final desired concentrations of test
materid. Fresh preparations of test materid in the vehicle
were used for each trid. Treatments were initiated by
replacing the medium on the cdl cultures with WME
containing the test materid at the desired concentrations
and 5 nCi/ml *H-thymidine (20 Ci/mmole). In the two
trials described in this report, twelve to Sixteen doses were
initiated and Sx concentrations from each trid were chosen
for andysis of nudear labeling, sarting with the highest
dose that resulted in a sufficient number of survivorswith
intact morphologies and proceeding to successively lower
doses (Assay 1 =0.25, 0.50, 1.00, 2.00, 3.00 and

4.00 ng/ml; Assay 2 = 0.50, 1.00, 2.00, 3.00, 4.00 and
5.00 nmg/ml).

Inthein vitro rat primary hepatocyte unscheduled DNA
gynthess (UDS) assay, the test materid,
Vaisoft 475 (75%), did not induce repeatable increases in

UDS. Treatments from 5.0 ng/ml to 0.25 ng/ml covered a
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Cytotoxic concentretion:
Genotoxic effects.
Statidtica results:

Remarks:

Conclusions
Remarks:

Data Quality
Rdiability (Klimisch):
Remarks:

Refer ences

Other
Last changed:
Order number for sorting:
Remarks:

range of toxicity (68.8% to 96.4% survival) and were
sdected for andyss of nuclear labdling. The test materid
was insoluble in mediaat concentrations above 15 nmg/ml.
A borderline increase in the percentage of cellsin UDS was
observed in onetrial, but the increase was not reproduced
inasecond trid. Varisoft 475 (75%) was therefore
congdered inactive in the Rat Primary hepatocyte UDS
Assay.

>5ug/ml

Inactive in the Rat Primary Hepatocyte UDS Assay

The test materid did not induce congstent changes in the
nuclear labeling of rat primary hepatocytes in two
independent trids for an applied concentration range of
5.00 ng/ml to 0.250 ng/m.

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdiable without redtriction; guiddine study.

Cifone, MariaA. 1989. Mutagenicity Test on Varisoft 475
(75%) in the Rat Primary Hepatocyte Unscheduled DNA
Synthess Assay. Study number 10554-1-447. Sherex
Chemica Company, Inc. Dublin, OH, U. S.

July 3, 2001
163



FND Amides— Appendix 2
September 16, 2004
Page 29 of 29

5.9 DEVELOPMENTAL TOXICITY/TERATOGENICITY

Test Substance
| dentity:

Purity:
Remarks.

M ethod
Method/guiddine followed:
GLP.
Yea:
Species.
Stran:
Route of adminigtration:
Doses/concentretion levels.
Sex:
Exposure period:
Frequency of trestment:
Control group and trestment:

Duration of test:
Satigica methods:

Remarks:

Varisoft 475 (75%) (CAS RN 68122-86-1; Imidazolium
compounds, 4,5-dihydro-1-methyl-2-nortalow akyl-1-(2-
talow amidoethyl) Me sulfate)

76.6% in isopropyl acohol

Not applicable (Probe study)

Yes

1993

Rat

Sprague-Dawley

Gavege

0, 200, 350, 610 and 1875 mg/kg/day
Femde

Days6 - 15 of gedtation

Y es (concurrent, dosed with Milli-Q water at a dose
volume equivaent to that used in the high-dose group)
Days0 - 21 of gedtation

The unit of comparison was the pregnant dam or the litter.
ANOVA, t-tests, Kruska-Wallis Test, Mann-Whitney U
Test and Fisher’s Exact Test were used where appropriate.
The objective of this sudy was to obtain information from
which to sdlect dosage levels for a subsequent definitive rat
developmentd toxicity sudy. Timed-pregnant rats were
adminigtered the test substance by gavage on gestation days
(gd) 6 through 15. Five copulation plug-positive femaes
per group were dosed with undiluted test substance a dose
levels of 200, 340, 610, 1075 and 1875 mg active
ingredient/kg/day. Clinicd observations were made daily
(twice daily during dosing), and materna body weights
weremeasured ongd 0, 6, 9, 12, 15, 18 and 21. At
scheduled sacrifice on gd 21, the dams were evaluated for
liver and gravid uterine weights, number of corporalutea
and number and status of implantation Sites (including early
and late resorptions, dead fetuses and live fetuses). All live
and dead fetuses were dissected from the uterus, weighed
and examined for sex determinations and externa
maformations (including cleft paate) and variaions.
Fetuses were then euthanized by decapitation and
discarded.
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Results
Materna toxicity NOEL:

Developmentd toxicity NOEL :

Actua dosereceved:
Maternd data

Fetal data:

Satigicd results;
Remarks

Conclusions
Remarks:

Data Quality
Rdiability (Klimisch):
Remarks.

References

> 1875 mg/kg/day

Not appropriate (probe study)

Asdosed

There were no treatment-related effects on clinicd sgns of
toxicity, food consumption, gestationa body weight and
body weight gain, corrected body weight, corrected body
weight gain, and gravid uterine weight. No trestment-
related differencesin gestationd parametersincluding total
number of implantations or number of viable and nonviable
implants were observed in any dose group. No femaes
died prior to scheduled sacrifice. No females aborted,
ddivered early or were removed from the study. At
scheduled sacrifice, one female in the 1075 mg/kg/day
group was found to be nonpregnant and another from this
group contained only non-vigble fetuses. All other females
were pregnant and bore &t least one viable fetus.

Feta body weights per litter were not affected by treatment.
No trestment-related externd maformations or variations
were observed in this study.

See above

Adminigration of the test substance during organogenesis
resulted in no maternd toxicity, embryotoxicity, or
developmentd toxicity (author of the report).

The endpoint has been adequately characterized.
(American Chemistry Council Fatty Nitrogen Derivatives
Panel, Amides Taskd Group).

1D
Rdiable without redtriction; probe study with no
aopropriate guideline

Chun, J. S.and T. L. Neeper-Bradley. 1993.
Devdopmenta Toxicity Dose Range-Finding Study of
Varisoft 475 (75%) Administered by Gavage to CD®
(Sprague-Dawley) Rats. EPA Document number
86-930000148. Bushy Run Research Center, Export, PA,
U.S
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Other
Last changed:

Order number for sorting:

Remarks:

July 3, 2001
166d
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5.9 DEVELOPMENTAL TOXICITY/TERATOGENICITY

Test Substance
| dentity:

Purity:
Remarks.

Method

Method/guiddline followed:

GLP.

Yea.

Species.

Strain:

Route of adminigtration:

Doses/concentration levels:

Sex:
Exposure period:
Frequency of trestment:

Control group and trestment:

Duration of ted:
Satigica methods:

Remarks:

Varisoft 475 (75%) (CAS RN 68122-86-1; Imidazolium
compounds, 4,5-dihydro-1-methyl-2-nortalow akyl-1-(2-
talow amidoethyl) Me sulfate)

76.6% in isopropyl acohol

FIFRA 83-3

Yes

1992

Rat

Sprague-Dawley

Gavege

0, 100, 300 and 1000 mg/kg/day

Femde

Days6 - 15 of gedtation

Daly

Y es (concurrent, dosed with Milli-Q water at a dose
volume equivaent to that used in the high-dose group)
Days0 - 21 of gedtation

The unit of comparison was the pregnant dam or the litter.
ANOVA, t-tests, Kruska-Wallis Test, Mann-Whitney U
Test and Fisher’s Exact Test were used where appropriate.
The objective of this sudy was to evauate the potentia of
the test substance to produce developmental toxicity when
administered by a gavage to pregnant CD® rats during
organogeness. Maternd toxicity was aso eva uated.
Timed- pregnant rats were administered the test substance
by gavage on gestation days (gd) 6 through 15. Twenty-
five copulation plug- positive females per group were dosed
with undiluted test substance at dose level s corresponding
to 100, 300 and 1000 mg active ingredient/kg/day. An
additional 25 females, assgned to the control group,
received Milli-Q water at a dose volume equivaent to that
used in the high dose group. Clinica observations were
meade daily (twice daily during dosing), and materna body
weightswere measured ongd 0, 6, 9, 12, 15, 18 and 21. At
scheduled sacrifice on gd 21, the dams were evauated for
liver and gravid uterine weights, number of corporalutea
and number and gatus of implantation sites (including early
and late resorptions, dead fetuses and live fetuses).
Approximately one-hdf of the live fetusesin each litter
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Results
Materna toxicity NOEL:

Deveopmentd toxicity NOEL:

Actua dosereceived:
Maternd data

Fetal data:

Satigticd results;
Remarks:

Conclusions
Remarks:

were examined for viscerd and craniofacid maformations
and varigions. The remaining one-haf of the fetuses were
sained with dizarin red S and were examined for skeletd
mdformations and variations.

> 1000 mg/kg/day

> 1000 mg/kg/day

Not stated

The pregnancy rate was equivaent across groups and
ranged from 88 - 100%. No females aborted or delivered
early. At scheduled sacrifice, three femalesin the control
group, two femaesin the 100 mg/kg/day group and one
femde in the 300 mg/kg/day group were found to be
nonpregnant. One female from the control group and one
femae from the 300 mg/kg/day group contained no viable
fetuses at scheduled sacrifice. Twenty-oneto 25 live litters
were avallable for evauation from each group. Onefemde
in the 300 mg/kg/day trestment group became moribund
and was sacrificed on gd 10. Two to three damsin the
300 and 1000 mg/kg/day treatment groups exhibited
audible respiration during or subsequent to the trestment
period. None of these observations were considered to be
test substance related. There were no treatment-rel ated
effects on food consumption, gestationa body weight and
body weight gain, corrected body weight, corrected body
weight gain, and gravid uterine weight. No treatment-
related differencesin gestationd parametersincluding tota
number of implantations, number of vigble implants, and
number of nonviable implants, were observed in any dose
group.

Feta body weights per litter were not affected by treatment.
No trestment-related maformations or variations were
observed in this study.

See above

Adminigtration of the test substance by gavage to pregnant
rats during organogenesis resulted in no treatment-related
maternd toxicity, embryotoxicity, teratogenicity, or
developmental delay (author of the report).
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Data Quality
Rdiability (Klimisch):
Remarks.

References

Other
Last changed:

Order number for sorting:

Remarks:

The endpoint has been adequately characterized.
(American Chemisiry Council Fatty Nitrogen Derivetives
Panel, Amides Task Group).

1A
Rdliable without regtriction; guiddine study.

Neeper-Bradley, T. L. 1992. Developmentd Toxicity
Evauation of Varisoft 475 (75%) Administered by Gavage
to CD® (Sprague-Dawley) Rats. Report number 91N0034.
Bushy Run Research Center, Export, PA, U. S.

Jduly 3, 2001
166a



201-15634B1

Robust Summaries
ACC FND Amides Category III - FND Amphoterics (N-carboxymethyl substituted)
September 16, 2004

Appendix 3



FND Amides— Appendix 3
September 16, 2004
Page 2 of 103

2.1 MELTING POINT

1.

1- Hexadecanaminium, N-(carboxymethyl)-N,N-dimethyl-, hydroxide, inner sdt-

(CAS RN 693-33-4; 1-Hexadecanaminium, N- (carboxymethyl)-N,N-dimethyl-,

inner dt).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Version 3.11;
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 10

2.2 BOILING POINT

2.

1-Hexadecanaminium, N-(carboxymethyl)-N,N-dimethyl-, hydroxide, inner st-

(CAS RN 693-33-4; 1-Hexadecanaminium, N-(carboxymethyl)-N,N-dimethyl-,

inner Alt).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Verson 3.11;
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC). ............... 12

2.4 VAPOR PRESSURE

3.

1- Hexadecanaminium, N-(carboxymethyl)-N,N-dimethyl-, hydroxide, inner salt-

(CAS RN 693-33-4; 1-Hexadecanaminium, N-(carboxymethyl)-N,N-dimethyl-,

inner t).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Verson 3.11;
MPBPWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 14

2.5 PARTITION COEFFICIENT

4.

1- Hexadecanaminium, N-(carboxymethyl)-N,N-dimethyl-, hydroxide, inner sdt-

(CAS RN 693-33-4; 1-Hexadecanaminium, N-(carboxymethyl)-N,N-dimethyl-,

inner dt).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EM Suite, Version 3.11;
KOWWIN Program, Version 1.67; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC). ............... 16
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2.6 WATER SOLUBILITY

5.

1-Hexadecanaminium, N-(carboxymethyl)-N,N-dimethyl-, hydroxide, inner sdt-

(CAS RN 693-33-4; 1-Hexadecanaminium, N-(carboxymethyl)-N,N-dimethyl-,

inner Alt).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Version 3.11;
WSKOWWIN Program, Version 1.41; PC-Computer software developed by EPA’s Office
of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 18

3.1.1 PHOTODEGRADATION

6.

1- Hexadecanaminium, N-(carboxymethyl)-N,N-dimethyl-, hydroxide, inner salt-

(CAS RN 693-33-4; 1-Hexadecanaminium, N-(carboxymethyl)-N,N-dimethyl-,

inner t).

U.S. EPA (U.S. Environmental Protection Agency). 2000. EPI Suite, Version 3.11;
AOPWIN Program, Version 1.91; PC-Computer software developed by EPA’s Office

of Pollution Prevention Toxics and Syracuse Research Corporation (SRC)................. 20

3.3.2 TRANSPORTATION BETWEEN ENVIRONMENTAL COMPARTMENTS (FUGACITY M ODEL )

7.

1-Hexadecanaminium, N-(carboxymethyl)-N,N-dimethyl-, hydroxide, inner sdt-

(CAS RN 693-33-4; 1-Hexadecanaminium, N-(carboxymethyl)-N,N-dimethyl-,

inner dt).

U.S. EPA (U.S. Environmenta Protection Agency). 2000. EPI Suite, Version 3.11; Leve
11 Fugacity Model; PC-Computer software developed by EPA’s Office of Pollution
Prevention Toxics and Syracuse Research Corporation (SRC). ......ccccceeeevvevveceesieenn. 22

3.5 BIODEGRADATION

8.

Betadet HR (CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N,N-dimethyl-, N-coco acyl derivatives, inner sdt).

Handley, J. W.and |. G. Sewell. 1991. Assessment of Ready

Biodegradability (Closed Bottle Test) of Betadet HR. Project number 309/35.

SafePharm Laboratories, Derby, U. K. ... 24

Dehyton K (CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N,N-dimethyl-, N-coco acyl derivatives, inner sdt).

Werner and Berger. 1996. Dehyton K: Closed Bottle/EG-RILI. Fina Report.

Report number R 9501454. Henkel KGaA, Research Biology/Product Safety

Ecology, DUSSEIAOrT, GEIMEANY. .......ccecuieiieiiesieeie e nneenes 27
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10.

11.

12.

13.

14.

15.

1- Propanaminium, 3-amino- N-(carboxymethyl)-N,N-dimethyl-, N-coco acyl derivs,,

inner salt (CAS RN 61789-40-0).

.. Bazzon, M. and E. Thybaud. 1994. Test Report: Ready Biodegradability, CO, Evolution
Test (Modified Sturm Test), Evduation, in an Aqueous Medium, of the Biodegradability

of Substances. 1736-15A, 1736-15B, 1736-15C, 1736-15D, 1736-15E. Report number
16BA51. Inditut Nationd de L’ Environnement Industrid et des Risques, Verneuil-en
HaAAE, FraNCE. .....eoieieecie ettt bbb 29

Dehyton K, 1-Propanaminium, 3-amino-N- (carboxymethyl)-N,N-dimethyl-,

N-coco acyl derives., hydroxides, inner sdt (CAS RN 61789-40-0).

Steber, J. and K. Richterich. 2000. Aerobic Biodegradation: Modified OECD Screening
Test. Report No. R 0001215. Henkel KGaA, GEMAaNY. .......cocveererieeieeneeniereesieseennes 31

Dehyton K, 1-Propanaminium, 3-amino-N-(carboxymethyl)-N,N-dimethyl-,

N-coco acyl derives,, hydroxides, inner salt (CAS RN 61789-40-0).

Steber, J. and K. Richterich. 2000. Aerobic Biodegradation: Zahn-Wdlens-Test.
Unpublished Results; Test Substance Registration number 6492, Test Run number 12.
Report No. R 0001216. Henkd KGaA, Biologicad Research and Product Safety/
ECOIOgY, GEIMENY. ...ceiitiiiiriieiieieee ettt b ettt e et sb e eas 33

1-Propanaminium, 3-amino-N- (carboxymethyl)-N,N-dimethyl-, N-coco acyl derivs,
hydroxides, inner salt (CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N, N-dimethyl-, N-coco acyl derivs, inner salt).

Steber, J. and H. Berger. 1999. Biologicad Research and Product Safety/Ecology.
Report number 1988/2648. Henkd KGaA, Duessddorf, Germany.

Steber, J. and H. Berger. 1999. Biologica Research and Product Safety/Ecology:
unpublished results. Test substance registration number FH 7208. Henkd KGaA,
DJU1SSS S Lo (o] T 0y 7= S 35

Dehyton Ke 3133 (CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N,N-dimethyl-, N-coco acyl derivatives, inner salt).

Richterich, K. 1995. Dehyton Ke 3133: Anaerobic Biodegradability in

the ECETOC Test. Report number R 9500675. Henkel KGaA, Research

Biology Ecology, DUSSEdOrT, GEIMAaNY. .........cceereeieerenieiesie et 37

ANFODAC LB —dchil (C12) ammido propil betaina (CAS RN 4292-10-8;
1-Propanaminium, N-(carboxymethyl)-N,N-dimethyl-3-[ (1- oxododecyl)amino] -,

inner sAlt).

Biffi, E. 1996. Biodegradability Tests: Test Material: ANFODAC LB.

Unpublished Report (Project number 96/200.A6). Biolab, Italy. .......cccccveveveieeneen. 40
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16.

Hoe S 3267 (CAS RN 70851-07-9; Amides, coco, N-[3-(dimethylamino)propyl],
akylation products with chloroacetic acid, sodium sdts).
Voelskow, H. 1986. Report Developed from Archived Data from 1986.

Study of the Biodegradability of Hoe S 2367. Hoechst AG, Germany. ..........ccccuee.e. 42

4.1 ACUTE/PROLONGED TOXICITY TO FISH

17.

18.

19.

20.

21.

1- Propanaminium, 3 amino-N- (carboxymethyl)-N,N-dimethyl-, N-dimethyl-,
N-coco acyl derivs, chlorides (CAS RN 61789-39-7; 1-Propanaminium,
3-amino-N- (carboxymethyl)-N, N-dimethyl-, N- dimethyl-, N-coco acyl derivs,
chlorides, sodium sdts).

Sword, M. C. and K. R. Thompson. 1992. Static Acute Toxicity of

Miramine TO-DT to Fathead Minnow (Pimephales promelas). Report number 40340.

ABC Laboratories, InC., Columbia, MO, U.S........oeeeeeeeeeeeeeeeaeneennnnnes 45

1-Propanaminium, 3-amino-N-(carboxymethyl)-N, N-dimethyl-,

N-coco acyl derivs., hydroxides, inner sdt (CAS 61789-40-0; 1-Propanaminium,
3-amino-N-(carboxymethyl)-N, N-dimethyl-, N-coco acyl derivs, inner sdt).
Steber, J. and H. Berger. 1999. Biologica Research and Product Safety/Ecology:
Unpublished results; Test substance registration number F 6492. Henke KgaA,

DUESSEOIT, GEIMANY. ...ttt sre e 48

TEGO® Betain L 7 F (CAS 61789-40-0; 1- Propanaminium, 3-amino-N-
carboxymethyl)-N,N-dimethyl-, N-coco acyl derivs,, inner sdt).
1995. Akute Fischtoxizitaet fuer TEGO® Betain L 7 F. Report number bet7fi.

Th. GOIASCNMITE A G ..ot e et e e e e e e e e e e e et e e e e e e aaeennneeeeeeeeaaaaans

Betadet HR (CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N-(carboxymethyl)-
N,N-dimethyl-, N-coco acyl derivatives, inner st).

Mayordomo, L. 1992. Acute Toxicity Test. Determination of LCsg in Fish.
(Brachydanio rerio). Test Substance: Betadet HR. Report number CD-91/2689T.

Centro de Investigacion y Desarrollo Aplicado, s.al., Barcelona, Spain. ..................

Fatty acid Ci2-1g amido-propyl betain (CAS RN 61789-40-0; 1-Propanaminium,
3-amino-N-(carboxymethyl)-N,N-dimethyl-, N-coco acyl derivatives, inner st).
Scholz, N. 1997. Ecotoxicology of Surfactants. Tensde Surf. Det.

(BA)A:229 -232.......eeeeeeeeeeeeeseeseeeeeeeesssee e sesee e sssee e e s et s e

.50

.52
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4.2 TOXICITY TO AQUATIC INVERTEBRATES

22.

23.

24.

25.

26.

1-Propanaminium, 3-amino-N-(carboxymethyl)-N, .....N-dimethyl-, N-coco acyl derivs,,
inner salt (CAS RN 61789-40-0).

Wuethrich, V. 1991. 48-Hour Acute Toxicity of TEGO-BETAIN .to Daphnia magna
(OECD-Immohbilization Test). Report number 283803. RCC Umweltchemie,

[tiNgeN/BL, SWItZErland. .........ccoeoeieeceee e 57

Betadet HR (CAS RN 61789-40-0; 1-Propanaminium, 3-amino- N - (carboxymethyl)-
N,N-dimethyl-, N-coco acyl derivatives, inner st).

Mayordomo, L. and J. Zapatero. 1992. Acute Immobilisation Test in Daphnia.

Test Substance: Betadet HR. Report number CD-91/2690T. Centro de Ivestigacion'y
Desarrollo Aplicado, s.al., Barcelona, Spain.. ........cccceceeeeeieeieeieeseese e 59

Dehyton K, 1-Propanaminium, 3-amino- N - (carboxymethyl)-N,N-dimethyl-, N-coco

acyl derivs,, hydroxides, inner sat (CAS RN 61789-40-0).

Steber, J. and K. Richterich. 2000. Acute Toxicity: Daphnia. Biologica Research

and Product Safety/Ecology: Unpublished Data, File 407/3. Henkel KGaA,

LC T 01T OO T RSP SPRR 61

Fatty acid Cy2-1g amido-propyl betain (CAS RN 61789-40-0; 1-Propanaminium, 3-amino-
N - (carboxymethyl)-N,N-dimethyl-, N-coco acyl derivatives, inner sdt).

Scholz, N. 1997. Ecotoxicology of Surfactants. Tenside Surf. Det. (34)4:

F S A ¥ TSRS 63

Ammonium, (carboxymethyl) hexadecyldimethyl-, hydroxide, inner sdt (8Cl)

(CAS RN 693-33-4).

Pantani, C, N. Spreti , A. A. Novdli, A. V. Ghirardini and P. F. Ghetti. 1995.

Effect of Particulate Matter on Copper and Surfactants Acute Toxicity to

Echinogammarus tibaldii (Crustacea, Amphipoda). Environ. Technol.

16:263 = 270, c.eeeeeeeeeieeieeie ettt ettt et et eRe bt ne e et e aentenrenrenrean 65

4.3 TOXICITY TO AQUATIC PLANTS (ALGAE)

27.

28.

Cocamidopropyl Betaine— F 3006 (CAS RN 61789-40-0; 1-Propanaminium,

3-amino-N- (carboxymethyl)-N,N-dimethyl-, N-coco acyl derivs,, inner salt).

Noack, U. 1993. Pruefung auf Hemmung der Algenzellvermehrung von

Cocamidopropyl Betaine—F 3006. Projekt-Nr. 931124GG. Laboratorium fuer
Angewandte Biologie, Hildesheim, GErmany. .........ccccceeerereneneneneneeesese e 67

1- Propanaminium, 3-amino- N-(carboxymethyl)-N,N-dimethyl-, N-coco acyl derivs,,
hydroxides, inner salt (CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N, N-dimethyl-, N-coco acyl derivs, inner salt).

H. Guhl. 1992. Forschung Biologie/Oekologie. Report number 920184.

Henkel KGaA, Duesseldorf, GEIMaNY. ........ccceveeieieeienie e 69
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29.

30.

31.

TEGO® Betain L 7 F (CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N,N-dimethyl-, N-coco acyl derivs,, inner sdt).

1995. Algeninhibitionstest mit TEGO® Betain L 7 F. Report number bet7al.

Th. GOlASChMITE AG. ... et re et eesreenre e 71

Fatty acid Ci2-13 amido propyl betain (CAS RN 61789-40-0; 1-Propanaminium,
3-amino-N- (carboxymethyl)-N,N-dimethyl-, N-coco acyl derivatives, inner st).

Scholz, N. 1997. Ecotoxicology of Surfactants. Tenside Surf. Det. (34)4:

229 = 232, et bt R R et R e R et ne Rt et Reebe e eneerennns 73

ANFODAC LB —dchil (C12) ammido propil betaina (CAS RN 4292-10-8;
1-Propanaminium, N- (carboxymethyl)-N,N-dimethyl- 3-[ (1- oxododecyl)amino]-,

inner t).

Biffi E. 1996. Acute Toxicity in Algee Test Materid: ANFODAC LB.

Unpublished Report (Project number 96/200.A7) Biolab, Italy. ......cccccveeveveeiveciennene 75

5.1.1 ACUTE ORAL TOXICITY

32.

33.

35.

Amphosol CA (CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N- (carboxymethyl)-N,
N-dimethyl-, N-coco acyl derivs, inner sdt).

Reagan, E. L. and P. J. Becci. Acute Oral Toxicity in Rats. 1982. Study number

7330D. Food and Drug Research Laboratories, Inc., Waverly, NY, U. S................... 77

Lonzaine Co. Lot #B-4232 (CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N, N-dimethyl-, N-coco acyl derivs, inner salt).

Walace, J. M. 1977. Acute Ord LDsp Toxicity Study with Lonzaine CO, Lot

#B-4232. Bio-Toxicology Laboratories, Inc., Moorestown, NJ, U. S.........ccoceveennne 79

Cocamidopropyl Betaine (CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N, N-dimethyl-, N-coco acyl derivs, inner salt).

Wadlace, J M. 1977. Acute Ora LD50 Toxicity Study for Cocamidopropyl Betaine 30%
Solution. Bio-Toxicology Laboratories, Inc., Moorestown, NJ, U. S. .......ccccoveeveneee 81

Betadet HR (CAS RN 61789-40-0; 1- Propanaminium, 3-amino- N - (carboxymethyl)-
N,N-dimethyl-, N-coco acyl derivatives, inner st).

Gardner, J. R. 1987. Acute Oral Toxicity to Rats of Betadet HR. Report number
871209D/MLS 5/AC. Huntingdon Research Centre Ltd., Cambridgeshire, UK. ....... 83
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5.1.3 ACUTE DERMAL TOXICITY

36.

Betadet HR (CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N,N-dimethyl-, N-coco acyl derivatives, inner salt).
Gardner, J. R. 1987. Acute Dermal Toxicity to Rats of Betadet HR. Report
number 871210D/MLS 6/AC. Huntingdon Research Centre Ltd.,

Cambridgeshire, UK. ........ooioiiiiee ettt 85

5.4 REPEATED DOSE TOXICITY

37.

38.

39.

Tego Betain (CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N - (carboxymethyl)-N, N-

dimethyl-, N-coco acyl derivs,, inner sdt).
Zuehlke, U. 1991. 90 Day Ord (Gavage) Subchronic Toxicity Study in the Rat.
Report number 954-348-155. Hazleton Laboratories Deutschland GmbH,

MUENSLEY, GEIMNANY. ....eiiiiiiiiiee ettt e e s bn e sbe e e sne e e sneeesaneeas 87

Dehyton K (CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N-(carboxymethyl)-
N, N-dimethyl-, N-coco acyl derivs, inner salt).

Potokar, M., W. Sterzel and W. Pittermann. 1991. Dehyton K, 28-Tage- Test mit
Wiederholter Oraler Veradbreichung an Ratten. Report number TED 910119. Henke

KGaA, DUESSE AOrf, GEIMENY. ....c.eceerieeieeiesieeiesee st sie e e eae e seesreesseeseenseeneas 90

Cocamidopropyl betaine (CAS RN 61789-40-0; 1-Propanaminium,
3-amino-N-(carboxymethyl)-N, N-dimethyl-, N-coco acyl derivs,, inner st).
Bailey, D. E. 1988. Dose Range-finding Toxicity Study in Rets. Report number

444-223. Hazleton Laboratories America, Inc., Vienna, VA, U. S. ..o, 92

5.5 GENETIC TOXICITY IN VITRO

40.

41.

42.

Dehyton K (CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N-(carboxymethyl)-
N, N-dimethyl-, N-coco acyl derivs, inner salt).
Banduhn, N. 1991. Dehyton K, Pruefung auf Mutagenitaet im Ames-Test. Report

number 880078. Henkel KGaA, Duessaldorf, Germany. ........cccoceeecveeveevcieevieesveennn, 95

Cocamidopropyl Betaine (CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N, N-dimethyl-, N-coco acyl derivs, inner salt).
Gentoxizitaet (Rueckmutationsversuch/Amestest) mit TEGO® Betain L 7 F. 1995.

Report number bet7ge. Th. Goldschmidt AG. .......cooeeiiiiinireeee e 97

Cocamidopropyl Betaine (CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N, N-dimethyl-, N-coco acyl derivs, inner sdt).

Jagannath, D. R. 1988. Mutagenicity Test on Cocamidopropyl Betaine

in the Ames Sdmondla/Microsome Reverse Mutation Assay. Study number

10245-0-401. Hazleton Laboratories America, Inc., Kensington, MD, U. S. ............. 98
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43.

Betadet HR (CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N - (carboxymethyl)-N,N-
dimethyl-, N-coco acyl derivatives, inner sdt).

Thompson, P. W. 1996. Betadet HR: Reverse Mutation Assay “Ames Test”

Usng Salmonella typhimurium. Project number 140/473. Safepharm Laboratories
Limited, Derby, UK. ...t nne e 100

5.6 GENETIC TOXICITY INVIVO

44,

Tego Betain L7, batch 9775 (CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N,N-dimethyl-, N-coco acyl derivatives, inner sdt).

Welll, N. 1987. Tego Betain L7, Batch 9775: Micronucleus Test (Schmid Method).
Report number 703201. HazletonIFT, St Germain sur |’ Arbresle, France. ............. 103

5.9 DEVELOPMENTAL TOXICITY/TERATOGENICITY

45.

46.

1-Hexadecanaminium (CAS RN 693-33-4; Ammonium, (carboxymethyl)
hexadecyldimethyl-, hydroxide, inner sdt).

Hoberman, A. M. and M. S. Chrigtian. 1984. Initia submission:

Filot Study for Percutaneous Teratology of 1-Hexadecanaminium & 5% Isopropanal in
Rabbits with Attachments and Cover Letter Dated 07/279/2. EPA document number 88-
920004922. Argus Research Laboratories, Inc., Horsham, PA, U. S........cccoocvnenee. 106

1-Hexadecanaminium (CAS RN 693-33-4; Ammonium, (carboxymethyl)
hexadecyldimethyl-, hydroxide, inner sdt).

Arnold, K. S, J. L. Schardein and M. Blair. Ord Teratology Study of
1-Hexadecanaminium in Rats. 1985. International Research and Devel opment
COrporation, U. S. ...ttt ettt ne s 109
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2.1 MELTING POINT

Test Substance
| dentity:

Purity:

Method

Method/Guiddine followed:

GLP:
Year:
Remarks:

Results
Méting Point:
Decompogtion:
Sublimation:
Remarks.

MPBPW N (v1.41)

Dat abase Structure Match:

Experi ment al

SM LES :
CHEM
hydr oxi de,

1- Hexadecanaminium, N- (carboxymethyl)-N,N-dimethyl-,
hydroxide, inner salt-

(CAS RN 693-33-4; 1-Hexadecanaminium,
N-(carboxymethyl)-N,N-dimethyl-, inner sdt)

Not applicable

EPIWIN (v 3.11) MPBPWIN Program (v 1.41) — The
weighted mean was calculated usng the vaues derived
from the Joback Group Contribution Method and Gold and
Ogle Method.

Not gpplicable

2004

The EPIWIN model was run without entering measured
physica chemica properties.

243 °C (weighted mean)

Not gpplicable

Not applicable

Following are the resullts from the modd output (melting
point only):

Program Resul ts:

no data

O=C( O) CN( CCcceeeeceeeceeece) (O ©
1- Hexadecanam ni um N- (car boxynet hyl ) - N, N-di net hyl -,
i nner salt-

MOL FOR: C20 H42 N1 O2

MOL WI @ 328. 56

Mel ting Point:
Mel ti ng Point:
Mean Melt Pt

Sel ected MP:

e e - - - Fo - o - - +- -
TYPE | NUM |

e e - - - - +o oo - - +- -
Goup | 3 |
Group | 16 |
Goup | 1 |
Goup | 1 |
] I

oo =4 ==

SUMVARY MPBPW N v1. 41
349. 84 deg C (Adapted Joback Met hod)
216.83 deg C (Gold and Ogl e Met hod)

283. 33 deg C (Joback; Gold, Ogl e Met hods)
243. 43 deg C (Wi ghted Val ue)

__________________ e
MELT DESCRI PTION | COEFF | VALUE

__________________ o
- CH3 | -5.10 | -15.30
- CH2- | 11.27 | 180.32
- COOH (aci d) | 155.50 | 155.50
>N< (+5) | 340.00 | 340.00
Equati on Constant | | 122.50
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------- S T Ty Y
RESULT | MELTING PONT in deg Kelvin | 783.02
RESULT-limit| MELTING PONT in deg Kelvin | 623.00
| MELTING PONT in deg C | 349.84
Conclusions The endpoint has been adequately characterized (American
Chemigtry Council Faity Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdighility: 2
Remarks: Reliable with regtrictions, mode data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; MPBPWIN Program, Version
1.41; PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: Jduly 7, 2004
Order Number for Sorting:

Remarks:
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2.2 BOILING POINT

Test Substance
| dentity:

Purity:

Method

Method/Guiddine followed:

GLP:
Year:
Remarks:

Results
Bailing Point:
Pressure:
Decompogtion:
Remarks:

MPBPW N (v1.41)

Dat abase Structure Match:

Experi ment al

SM LES :
CHEM
hydr oxi de,

1- Hexadecanaminium, N- (carboxymethyl)-N,N-dimethyl-,
hydroxide, inner salt-

(CAS RN 693-33-4; 1-Hexadecanaminium,
N-(carboxymethyl)-N,N-dimethyl-, inner sdt)

Not applicable

EPIWIN (v 3.11) MPBPWIN Submodel (v 1.41) —
Edtimated val ue was obtained using the adapted Stein and
Brown method.

Not gpplicable

2004

The EPIWIN model was run without entering measured
physical chemicd properties.

566 °C

760 mm Hg

Not applicable

Following are the results from the mode (boiling point
only):

Program Resul ts:

no data

O=C( O) CN( CCCCcCeeeeeceeecee) (C) C
1- Hexadecanami ni um N- (car boxynet hyl ) - N, N-di net hyl -,
i nner salt-

MOL FOR: C20 H42 N1 O2

MOL WI : 328. 56

RESULT- uncorr

RESULT- corr

e oo - - - 4o - - - +- -
TYPE | NUM |
e e e - - - +o - oo - +- -
Goup | 3 |
Goup | 16 |
Goup | 1 |
Goup | 1 |
o I
ey Clm——
I
|
I

SUMVARY MPBPW N v1.41

566. 00 deg C (Adapted Stein and Brown Mt hod)
__________________ o

BO L DESCRIPTION | COEFF | VALUE
.................. o
CH3 | 21.98 | 65. 94
- CH2- [ 24.22 | 387.52
- COOH (aci d) | 169.83 | 169.83
>N< (+5) | 340.00 | 340.00
Equati on Constant | | 198.18
BO LING PONT in deg Kelvin | 1161.47
BO LING PONT in deg Kelvin | 839.16
BO LING PONT in deg C | 566.00
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Conclusons The endpoint has been adequately characterized (American
Chemigtry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdidbility: 2
Remarks: Reliable with regtrictions, modd data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; MPBPWIN Program, Version
1.41; PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: Jduly 7, 2004
Order Number for Sorting:

Remarks:
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2.4 VAPOR PRESSURE

Test Substance
| dentity:

Purity:

Method

Method/Guiddine followed:

GLP:
Year:
Remarks:

Results
Vapor Pressure:
Temperature:
Decomposition:
Remarks:

1- Hexadecanaminium, N- (carboxymethyl)-N,N-dimethyl-,
hydroxide, inner salt-

(CAS RN 693-33-4; 1-Hexadecanaminium,
N-carboxymethyl)-N,N-dimethyl-, inner sat)

Not applicable

EPIWIN (v 3.11) MPBPWIN Submodel (v 1.41) —
Estimated value was obtained using the Modified Grain
method.

Not gpplicable

2004

The EPIWIN modd was run with the following physico-
chemica property input vaues. melting point of 109 °C
and boiling point of 250 °C.

2.4 E-12 mmHg

25°C

Not applicable

Following are the results from the modd (vapor pressure
only):

MPBPW N (v1.41) Program Results:

Experi mental Database Structure Match: no data

SM LES : O=C( O CN( CCCCCCCCCCCCCeee) (6 C
CHEM : 1-Hexadecanam nium N-(carboxymethyl)-N, N-di net hyl -,

hydr oxi de, inner salt-
MOL FOR: C20 H42 N1 O2

MOL WI : 328. 56

SUMVARY MPBPW N V1.41 ---=--cammcammcanmn-

Vapor Pressure Estimations (25 deg O):
(Using BP: 566.00 deg C (estimated))
(Using MP: 243.43 deg C (estimated))
VP: 2.22E-015 mm Hg ( Antoi ne Met hod)
VP: 2.42E-012 mm Hg (Modi fied Grain Method)
VP: 8.28E-012 mm Hg (Mackay Met hod)

Sel ected VP:

2.42E-012 mm Hg (Modified Grain Method)
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Conclusions The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdigbility: 2
Remarks. Reliable with redtrictions, mode data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; MPBPWIN Program, Version
1.41; PC-Computer software developed by EPA’ s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: Jduly 7, 2004
Order Number for Sorting:

Remarks:
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2.5 PARTITION COEFFICIENT

Test Substance
| dentity:

Purity:

Method
Method:
GLP:
Year:
Remarks.

Results
Log Kow:
Temperature °C:
Remarks:

1- Hexadecanaminium, N- (carboxymethyl)-N,N-dimethyl-,
hydroxide, inner salt-

(CAS RN 693-33-4; 1-Hexadecanaminium,
N-(carboxymethyl)-N,N-dimethyl-, inner sdt)

Not applicable

EPIWIN (v 3.11), KOWWIN Program (v 1.67)

Not applicable

2004

The EPIWIN modd was run with the following physico-
chemical property input values: melting point of 109 °C
and boiling point of 250 °C.

244
Not stated
Following are the results from the modd!:

KOMAYY N Program (v1.67) Results:

Log Kow(version 1.67 estimate): 2.

44

SM LES : O=C( O CN( CCCCCCCCCCCCCCCC) (C) C
CHEM 1- Hexadecananmi ni um N-(car boxynet hyl)- N, N-di net hyl -, hydr oxi de,
salt-
MOL FOR: C20 H42 N1 O2
MOL WI : 328.56
------- ey
TYPE | NUM | LOGKOW FRAGVENT DESCRI PTI ON | COEFF | VALUE
------- T Ty s
Frag | 3 | -CH3 [al i phatic carbon] | 0.5473 | 1.6419
Frag | 16 | -CH2- [aliphatic carbon] | 0.4911 | 7.8576
Frag | 1 | -COCH [acid, aliphatic attach] | -0.6895 | -0.6895
Frag | 1 | >N< [+5 val ence; single bonds; | -6.6000 | -6.6000
| | no H attach] | |
Const | | Equation Constant | | 0.2290
------- e
Log Kow = 2.4390

Conclusions

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

i nner
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Data Quality
Rdidhility: 2
Remarks: Rdiable with redtrictions, model data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; KOWWIN Program, Version
1.67; PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: July 7, 2004
Order Number for Sorting:

Remarks:
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2.6 WATER SOLUBILITY

Test Substance
| dentity:

Purity:

Method
Method/Guiddine followed:
GLP:
Year:
Remarks.

Results
Solubility:
Temperature:
pH vaue and concentration:
pKavaue a 25°C:
Remarks:

1- Hexadecanaminium, N- (carboxymethyl)-N,N-dimethyl-,
hydroxide, inner salt-

(CAS RN 693-33-4; 1-Hexadecanaminium, N-
(carboxymethyl)-N,N-dimethyl-, inner sdt)

Not applicable

EPIWIN (v 3.11), WSKOWWIN Program (v 1.41)
Not applicable

2004

The EPIWIN modd was run without entering measured
physical chemicd properties.

171 mg/L

25°C

Not stated

Not stated

Following are the results from the modd!:

Water Sol from Kow (WBKOW v1.41) Results:

Water Sol: 170.9 ng/L
SM LES : O=C( O CN( CCCCCCCCCCCCCCCC) (C) C
CHEM : 1-Hexadecanami nium N-(carboxynethyl)-N, N-di net hyl -, hydroxi de,
i nner

salt-

MOL FOR: C20 H42 N1 O2

MOL WI' : 328. 56

Log Kow (esti mated)
Log Kow (experinental):

WEKOW v1. 41 ReSUltS ----------c-c-=mzz-

2.44
not avail abl e from dat abase

Log Kow used by Water solubility estimates: 2.44

Equation Used to Make Water Sol estinate:

Log S (mol/L) =

- 0.854 log Kow - 0.00728 MW + Correction

(used when Melting Point NOT avail abl e)

Correction(s):

Acid, aliphatic

Log Water Solubility

(in nmoles/L) : -3.284

Water Solubility at 25 deg C (ng/L): 170.9
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Conclusons The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Reidhility: 2
Remarks: Reliable with regtrictions, modd data.
References U.S. EPA (U.S. Environmental Protection Agency). 2000.

EPI Suite, Verson 3.11; WSKOWWIN Program, Verson
1.41; PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research

Corporation (SRC).
Other Available Reports
Other
Last Changed: Jduly 7, 2004
Order Number for Sorting:

Remarks:



FND Amides— Appendix 3
September 16, 2004
Page 20 of 103

3.1.1 PHOTODEGRADATION

Test Substance
| dentity:

Purity:

Method
Method/guiddline followed:
Type:
GLP:
Y ear:
Remarks.

Results
Concentration of substance:
Temperature (°C):
Direct photolyss
Indirect photolyss:
Breakdown products:
Remarks:

AOP Program (v1.91) Results:

1- Hexadecanaminium, N- (carboxymethyl)-N,N-dimethyl-,
hydroxide, inner salt-

(CAS RN 693-33-4; 1-Hexadecanaminium,
N-(carboxymethyl)-N,N-dimethyl-, inner sdt)

Not applicable

EPIWIN (v 3.11), AOPWIN Program (v 1.91)

Not applicable

Not applicable

2004

The EPIWIN model was run without entering measured
physical chemical properties.

Not applicable

Not stated

Not stated

Not stated

Not applicable

Overdl OH Rate Congtant:
(Kphot) = 40 cm/molecule-sec;
Hdf life typ, = 3.2hrs

Following are the results from the modd!:

SM LES : O=C( O CN( CCCCCCCCCCCCCCCC) (C) C
CHEM : 1-Hexadecanam nium N-(carboxynethyl)-N, N-di net hyl -, hydroxi de,

i nner salt-
MOL FOR: C20 H42 N1 O2
MOL WI : 328.56

---------------- SUMVARY (AOP v1.91): HYDROXYL RADI CALS ----===========--

Hydr ogen Abstraction
**Reaction with N, S and -OH
Addition to Triple Bonds
Addition to O efinic Bonds
Addition to Aromatic Ri ngs
Addition to Fused Ri ngs

OVERALL OH Rat e Const ant

39. 4140 E-12 cnB/ nol ecul e-sec
0. 5200 E-12 cnB/ nol ecul e-sec
0. 0000 E-12 cnB/ nol ecul e-sec
0. 0000 E-12 cnB/ nol ecul e-sec
0. 0000 E-12 cnB/ nol ecul e-sec
0. 0000 E-12 cnB/ nol ecul e-sec

39.9340 E-12 cnB/ nol ecul e-sec

HALF- LI FE = 0.268 Days (12-hr day; 1.5E6 OH cnB)

HALF- LI FE = 3.214 Hrs

** Designates Estimtion(s) Using ASSUVED Val ue(s)
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--------------- SUMVARY (AOP v1.91): OZONE REACTI ON =---=nnnnmsmmaaaannn-

* %k k k k%

NO OZONE REACTI ON ESTI MATI ON *** % *

(ONLY d efins and Acetyl enes are Estinated)

Experi ment al Dat abase:

Conclusions

Data Quality
Reiability (Klimisch):
Remarks:

Refer ences

Other
Last changed:

Order number for sorting:

Remarks:

NO Structure NMatches

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2
Rdiable with regtrictions, modd data

U.S. EPA (U.S. Environmental Protection Agency). 2000.
EPI Suite, Verson 3.11; AOPWIN Program, Version 1.91;
PC-Computer software developed by EPA’s Office of
Pollution Prevention Toxics and Syracuse Research
Corporation (SRC).

July 7, 2004
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3.3.2 TRANSPORTATION BETWEEN ENVIRONMENTAL COMPARTMENTS (FUGACITY M ODEL )

Test Substance
| dentity:

Purity:

Method

Method/Guiddine followed:

1- Hexadecanaminium, N- (carboxymethyl)-N,N-dimethyl-,

hydroxide, inner salt-

(CAS RN 693-33-4; 1-Hexadecanaminium,
N-(carboxymethyl)-N,N-dimethyl-, inner sdt)
Not applicable

Mackay's EQC Level 11l Fugacity Model Media: Water,
ar, soil and sediment (model run with 1000 kg/hr
emissons to water and 0 kg/hr emissons to air, soil and

sediment)
GLP: Not applicable
Year: 2004
Remarks: The EPIWIN model was run without entering measured
physical chemicd properties.
Results
Remarks: Following are the results from the modd!:
Level 111 Fugacity Mdel (Full-Qutput):
Chem Name  : 1-Hexadecananinium N-(carboxymet hyl)- N, N-di met hyl -

Mol ecul ar W :

hydr oxi de, inner salt-
328. 56

Henry's LC 4. 34e-014 atm nB/ nol e (Henryw n program
Vapor Press : 2.42e-012 mm Hg (Mpbpwi n program
Liquid VP 3.5e-010 nm Hg (super-cool ed)
Mel ting Pt 243 deg C (Mobpwi n program
Log Kow 2.44 (Kowwi n program
Soi | Koc 113 (cal c by nodel)
Mass Anount Hal f-Life Em ssi ons
(percent) (hr) (kg/ hr)
Air 2.01e-012 6.43 0
Wat er 99.5 360 1000
Soi | 1.97e-008 360 0
Sedi nent 0. 489 1. 44e+003 0
Fugacity Reacti on Advection Reacti on Advection
(atm (kg/ hr) (kg/ hr) (percent) (percent)
Air 1. 99e-027 7.42e-010 6. 88e-011 7.42e-011 6. 88e-012
Wat er 2.26e-019 658 342 65. 8 34.2
Soi | 1. 65e-028 1. 3e- 007 0 1. 3e-008 0

Sedi ment 1.49e-019 0. 808 0. 0336 0. 0808 0. 00336

EPIWIN (v 3.11) Level 11 Fugacity Model; adapted from
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Persi stence Tinme: 343 hr
Reaction Ti ne: 521 hr
Advection Ti me: 1e+003 hr
Percent Reacted: 65.8
Percent Advected: 34.2

Hal f-Lives (hr), (based upon Biowin (U tinmte) and Aopw n):

Air: 6. 427
WAt er: 360
Soi | : 360

Sedi nment: 1440

Bi owi n esti mat e:

Advection Times (hr):

Alr: 100
Wat er: 1000
Sedi ment: 5e+004

Conclusions;

Remarks:

Data Quality
Rdiahility:
Remarks.

References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks:

3.136 (weeks )

Mass Amounts:
Air<1%

Water =99 %
Soil < 1%
Sediment = 0.5 %

The endpoint has been adequately characterized (American
Chemistry Council Faity Nitrogen Derivatives Pand,
Amides Task Group).

2
Rdiable with restrictions; modd data.

U.S. EPA (U.S. Environmental Protection Agency). 2000.
EPI Suite, Verson 3.11; Levd |11 Fugacity Model; PC-
Computer software developed by EPA’ s Office of Pollution
Prevention Toxics and Syracuse Research Corporation
(SRC).

2y 7, 2004
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3.5 BIODEGRADATION
Test Substance

| dentity:

Purity:

Remarks:

Method

Method/Guiddine followed:

Test type:
GLP:

Year:
Contact time:
[noculum:

Remarks:

Betadet HR (CAS RN 61789-40-0; 1-Propanaminium, 3-
amino- N - (carboxymethyl)-N,N-dimethyl-, N-coco acyl
derivaives, inner st)

31% active ingredient, 35% dry matter

OECD Guiddine for Testing of Chemicals (1981) No.
301D referenced as Method C.6 of Commission Directive
84/449/EEC

Closed bottle

Yes

1991

28 days

Activated dudge bacteria from the aeration stage of the
Severn Trent Plc sewage trestment plant at Bel per,
Derbyshire

The test assessed the ready biodegradability of the test
substance in the Closed Bottle Test.

250 - 300 ml BOD bottles (darkened glass) with ground
glass stoppers were filled with standard culture medium
and the following test concentrations.

a. Norrinoculaied culture medium;

b. 1 drop/l inoculum;

c. 2mg a/l tes materid and 1 drop/l inoculum; and

d. 3 mg/l sodium benzoate and 1 drop/l inoculum.

The bottles were stoppered firmly. Sufficient bottles were
prepared to dlow a sngle oxygen determination per bottle
to bemadeat 0, 5, 15 and 28 days for each test medium
(duplicate bottles a each sampling time). Dissolved
0Xygen concentrations were measured by means of a

Y dlow Springs BOD Probe (Mode 54). Chemica Oxygen
Demand was determined using a semi-micro sample
digestion (Hach) technique. Reaction vids containing
premeasured amounts of sulphuric acid, potassum
dichromate, slver catalyst plus 2 ml water sample were
heated at 150 °C for 2 hours and the COD va ues read from
aHach DR/2000 Direct Reading Spectrophotometer.
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Results
Degradation:
M ean Oxygen Depletion and Per centage Biodegradation Values
Day
Test Series 5 15 28
Culture medium, O, depletion (mg Ox/l) 0.100 | 0.175| 0.200
no inoculum % degradation
Culture medium O, depletion (mg O/1) 0.125 | 0.275| 0.300
plusinoculum % degradation
2mgall test -
materid plus O, depletion (mg O/1) 1525 | 2.850 | 3.250
inoculum % degradation (% of COD) 44 82 93
3mg! sodium O, depletion (mg O/1) 3.600 | 4600 | 4.675
benzoate plus % degradation (% of ThOD) 72 92 93
inoculum % degradation (% of COD) 73 93 95
Reaults: Sodium benzoate attained 95% degradation within 28 days.
Oxygen depletions in the inoculated and nor+inocul ated
control series were within the prescribed limits:
Nort+inoculated control: < 0.3 mg O/l after 5 days
< 0.4 mg O/l after 28 days
Inoculated control: < 0.5 mg O/l after 5 days
< 0.6 mg O/l after 28 days
Kinetic: None stated
Breakdown products: None stated
Remarks:
Conclusions
Remarks: Betadet HR attained 93% degradation (% of COD) within

28 days and therefore, can be considered readily
biodegradable under the gtrict terms and conditions of
OECD Guiddine No. 301 D (author of the report).

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
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Data Quality
Rdiability (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks:

1A
Rdliable without redtriction; guiddine study.

Handley, J W. and I. G. Sewell. 1991. Assessment of
Ready Biodegradability (Closed Bottle Test) of Betadet
HR. Project number 309/35. SafePharm Laboratories,
Derby, U. K. Sponsored by Kao Corporation S.A.

October 29, 2001
157b
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3.5 BIODEGRADATION

Test Substance

| dentity:

Purity:
Remarks.

Method
Method/Guiddine followed:

Test type:
GLP:

Year:
Contect time:
[noculum:
Remarks.

Results

Degradation:
Reaults:

Dehyton K (CAS RN 61789-40-0; 1-Propanaminium, 3-
amino- N - (carboxymethyl)-N,N-dimethyl-, N-coco acyl
derivaives, inner st)

29 - 32% active ingredient (Al) in water

Impurities: ca. 5% NaCl; £ 0.3% Amidoamine

OECD Guiddine 301D (Ready Biodegradability: Closed
Bottle Test)

Aerobic ready biodegradability

Yes

1996

28 days

Sewage treatment plant effluent (predominantly domestic)
The test substance was measured for ready biodegradability
in aclosed bottle system. Aliquots of stock solution at
concentrations of 2 and 5 mg/l were transferred to aminerd
nutrient solution, inoculated with purification plant effluent
and poured, without air bubbles, into bottles of known
volume. The closed bottles were incubated at a constant 20
+ 1 °Cinthedark or in diffused light and the biochemicd
oxygen demand of the test substance was measured using
the Winkler Titration Method. Biodegradability was
caculated as %BOD/ThOD or %BOD/COD. Asa
reference substance, an inoculated nutrient solution
containing inoculant consumption control (1ZK) and

sodium benzoate was tested as well.

86% degradation in 28 days

Biodegradability in the Closed Bottle Test

substance

Test Test concentration | Inrelation
(mg/l) to 7 21 28

% BOD/COD or ThOD
after x Days

Sodium
benzoate

2 substance 93 96

Dehyton K

75
2 Al 40 80 86
5 Al 4 | 75* 75*

* Insufficient resdua oxygen in test system.

Kinetic;

Sectable
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Breakdown products:
Remarks:

Conclusons
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

Refer ences

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

None stated

A trid was deemed as valid when the degradation val ues of
the replicates of the test substance did not deviate more
than 20% at the end of the test or at the end of the 14-day
window, and when the percent degradation of the reference
substance reached the plateau for ready biodegradability
(60% BOD/ThOD or BOD/COD) within 14 days. Test
substances can be graded as readily biodegradable when the
plateau for ready biodegradability is reached within 14 days
after that time period when the biodegradability exceeds
10% for thefirgt time (14-day window). Thetotd test time
for thismay not exceed 28 days.

The test substance was considered readily biodegradable.
The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdiable without redtriction; guideine study.

Werner and Berger. 1996. Dehyton K: Closed Bottle/EG-
RILI. Fina Report. Report number R 9501454. Henkel
KGaA, Research Biology/Product Safety Ecology,
Dussedorf, Germany.

October 29, 2001
157s
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3.5 BIODEGRADATION
Test Substance

| dentity:

Purity:

Remarks:

Method

Method/Guiddine followed:

Test type:
GLP:

Y ear:
Contact time:
[noculum:
Remarks

Results
Degradation:

Reaults:

1- Propanaminium, 3-amino-N-(carboxymethyl)-N,N-
dimethyl-, N-coco acyl derivs., inner st

(CAS RN 61789-40-0)

Not stated

Methods conformed to OECD Guideline 301B

Aerobic ready biodegradability

Not stated

1994

35 days

Activated dudge

Three liters of minera nutrient solution were added to each
of five, 5-1 carboys. To two carboys were added test
substance (equivaent concentrations to achieve 10 and

20 mg organic carborvl), two carboys were maintained as
blank test flasks, and one carboy was added reference
substance (aniline) at 20 mg organic carborvl. Inoculum
was added to al carboys (30 ml containing 10° cdlls/ml),
and the carboys were agrated with CO,-free air (30 —

50 ml/minute) with the effluent air passing through a series
of CO» trgps containing Ba(OH),. The CO, produced by
the degradation of the test substance by the inoculum was
subsequently trapped in the Ba(OH), solution. The amount
of CO» produced was determined by titrating the Ba(OH),
with HCI. Biodegradation was determined in two manners.
Firgt, biodegradation was calculated as the amount of CO,
collected in the trgpping solution divided by the amount of
CO,, that could theoretically have been produced based on
the amount of carbon (as test substance) added to the test
vesss. Second, biodegradation was measured as the
amount of dissolved organic carbon removed from the test
vessels. The target temperature for thetest was21 + 1 °C.

Evidence of ready biodegradability was demonsrated in

this test; passlevelsfor this test were 60% evolution of the
theoretical CO, and 70% removad of the dissolved organic
carbon

Evolution of CO, in the 10 mg organic carbor/l trestment
was 71 and 71% at days 29 and 35, respectively. Evolution
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Kingtic;

Breakdown products:
Remarks:

Conclusions
Remarks:

Data Quality
Rdiability (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

of CO; in the 20 mg organic carborvl trestment was 57 and
58% at days 29 and 35, respectively. Percent removal of
dissolved organic carbon in the 10 mg organic carborvl
treatment was 88.5 and 93% at 29 days and 35 days,
respectively. Percent remova of dissolved organic carbon
in the 20 mg organic carborVl trestment was 81 and 90%,

respectively.
% Degradation
Day Test Test Reference
Substance Substance Substance
10 mg/L 20 mg/L
4 11 14 16
13 59 48 72
29 71 57 83
35 71 58 82
Not stated

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2C
Rdiable with redtrictions;, comparable to guiddine study
with acceptable redtrictions.

Bazzon, M. and E. Thybaud. 1994. Test Report: Ready
Biodegradability, CO, Evolution Test (Modified Sturm

Test), Evdudion, in an Aqueous Medium, of the
Biodegradability of Substances: 1736-15A, 1736-15B,
1736-15C, 1736-15D, 1736-15E. Report number 16BA51.
Ingtitut Nationa de L’ Environnement Indudtridl et des
Risques, Verneuil-en-Halatte, France.

July 24, 2000
83




FND Amides— Appendix 3
September 16, 2004
Page 31 of 103

3.5 BIODEGRADATION

Test Substance
| dentity:

Purity:
Remarks.

Method
Method/Guiddine followed:

Test type:

GLP:

Year:
Contact time:
[noculum:
Remarks.

Results
Degradtion:

Reaults

Kinetic:
Breakdown products:

Dehyton K; 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N,N-dimethyl-, N-coco acyl derives,
hydroxides, inner sdt (CAS RN 61789-40-0)

Not stated

EEC-Directive 92/69/EEC Annex V, Part C: Methods for
the Determination of Ecotoxicity. C.4. Biodegradation:
Determination of the Ready Biodegradability C.4-B. This
test corresponds to OECD test method 301 E.

Aerobic ready biodegradation: Modified OECD Screening
Test

No

1984

28 days

Effluent from amunicipad sawage trestment plant

Hasks containing minerd medium and aknown
concentration of the test substance (10 mg DOC/I) asthe
sole source of organic carbon, were shaken and inoculated
with effluent of amunicipa sewage trestment plant

(0.5 mifl). They were sheken again in the dark or diffuse
lightat 22 + 2 °C. Degradation was followed by DOC
andyss of test samples at frequent intervals during the
28-day period. The degree of biodegradation was
caculated by expressing the concentration of DOC
removed (corrected for DOC in the blank inoculum control)
as a percentage of the concentration initidly present.

Test
Concentration % DOC Removal After x Days
7 14 21 28
5mg C/l 58 98 92 100
10mg C/l 58 90 85 100

Based on the data received Dehyton K met the OECD
criteriafor ready biodegradability (> 70% DOC remova
within a 10 day time window).

Not stated

Not stated
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Conclusions
Remarks: The test substance is readily biodegradable.
The endpoint has been adequately characterized (American
Chemigtry Council Faity Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdiahility (Klimisch): 2D
Remarks: Rdiable with regtrictions, data are reliable but article lacks
details.
References Steber, J. and K. Richterich. 2000. Aerobic

Biodegradation: Modified OECD Screening Test. , Report
No. R 0001215. Henkd KGaA, Germany.

Other Available Reports

Other
Last changed: October 29, 2001
Order number for sorting: 157n

Remarks:
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3.5 BIODEGRADATION

Test Substance
| dentity:

Purity:
Remarks:

Method

Method/Guiddine followed:

Test type:
GLP:

Year:
Contact time:
[noculum:
Remarks

Results
Degradation:

Reaults

Kinetic;

Dehyton K, 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N,N-dimethyl-, N-coco acyl derives,
hydroxides, inner st

(CAS RN 61789-40-0)

Not stated

87/302/EEC Commission Directive of 18. November 1987
(part C: Zahn-Wdlens-Test). Thistest correspondsto
OECD test method 302 B.

Aerobic biodegradation

No

1984

28 days

Activated dudge

Activated dudge, minera nutrients and test substancein
aqueous medium at 50 — 400 mg dissolved organic carbon
(DOC)/I were contained inal -5 liter glassvessH,
equipped with amagnetic girrer and an aerator. The
mixture was gtirred and aerated at 20 —25 °C in the dark or
in diffuse light for up to 28 days. Blank controls,

containing activated dudge and minera nutrients but no

test substance, arerunin paralel. The biodegradation
process was monitored by determination of DOC vauesin
filtered samplestaken & daily or other timeintervas. The
ratio of eiminated DOC, corrected for the blank, after each
timeinterva to theinitid DOC vaue was expressed asthe
percentage biodegradation at the sampling time.

Test
Concentration | % DOC Removal After x Days
7 14 21 28
250 mg/l 65 71 71 100
500 mg/l 70 100 99 97

Based on these data, Dehyton K can be regarded as
inherently biodegradable.

See table above
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Breakdown products:
Remarks:

Conclusons
Remarks:

Data Quality
Rdiability (Klimisch):
Remarks:

Refer ences

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

None stated

The endpoint has been adequately characterized (American
Chemigtry Council Faity Nitrogen Derivatives Pand,
Amides Task Group).

2D
Rdiable with restrictions; data are rdiable but article lacks
detals.

Steber, J. and K. Richterich. 2000. Aerobic
Biodegradation: Zahn-Welens-Test. Unpublished Resullts,
Test Substance Regigtration number 6492, Test Run
number 12. Report No. R 0001216. Henkd KGaA,
Biologicd Research and Product Safety/Ecology,

Germany.

July 3, 2001
1570
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3.5 BIODEGRADATION

Test Substance
| dentity:

Purity:
Remarks:

Method

Method/Guiddine followed:

Test type:
GLP:

Year:
Contact time:
[noculum:
Remarks

Results
Degradation:

Reaults

Kinetic:
Breakdown products:
Remarks:

Conclusions
Remarks:

1-Propanaminium, 3-amino-N- (carboxymethyl)-N,N-
dimethyl-, N-coco acyl derivs.,, hydroxides, inner sdt (CAS
RN 61789-40-0; 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N, N-dimethyl-, N-coco acyl derivs,
inner sdt)

Not stated

OECD Guiddine 303A, Coupled Units Test (Model
Sewage Treatment Plant)

Aerobic ready biodegradability

Not stated

1999

Not stated

Activated dudge

Two OECD Confirmatory Test units (i.e. model activated
dudge plantswererun in pardld. Test materid (10— 20
mg DOCI/I) was added to the influent (synthetic sewage) of
one unit while the second unit was fed only synthetic
sawage. The DOC concentrations were measured in both
effluents. The DOC difference of the effluent values was
dueto nont+ or partialy degraded test materid.

At atest concentration of 10 mg C/I, and a hydraulic
retention time of 3 hours, the carbon eimination (DOC
remova) was 97 + 4%

Based on the data, the test substance was regarded as
biodegradable and accessible to dimination under the
conditions of the test.

Not stated

Not stated

The endpoint has been adequately characterized (American
Chemisiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).
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Data Quality

Rdiability (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks:

2B
Rdiable with restrictions. data are rdiable but article lacks
detalls, comparable to guideines/standards.

Steber, J. and H. Berger. 1999. Biological Research and
Product Safety/Ecology. Report number 1988/2648.
Henkel KGaA, Duessdldorf, Germany.

Steber, J. and H. Berger. 1999. Biologica Research and
Product Safety/Ecology: unpublished results. Test
substance registration number F 7208. Henkel KGaA,
Duessdldorf, Germany.

August 1, 2000
82
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3.5 BIODEGRADATION

Test Substance
| dentity: Dehyton Ke 3133 (CAS RN 61789-40-0;
1-Propanaminium, 3-amino-N- (carboxymethyl)-N,N-
dimethyl-, N-coco acyl derivatives, inner sdt)
Purity: 29 — 32% active ingredient in water
Remarks:
M ethod

Method/Guiddine followed:

Guiddine for screening of chemicds for anaerobic
biodegradability (Annex 1) of the ECETOC-Technicd
Report number 28

Test type: Anaerobic biodegradability

GLP: Yes

Year: 1995

Contact time: 56 days

Inoculum: Anaerobic organiams of the purification plant Hilden
Remarks: The caculation of the anaerobic biodegradability of

Dehyton Ke 3133 was carried out in the ECETOC-
Screening test inoculated with anaerobic organisms of the
Hilden purification plant. The digester dudge was coarsaly
gfted and 1.5 liters of dudge were washed and diluted with
aminerd nutrient medium to 20 literstotal volume. The
dry weight determination of the inoculated nutrient medium
reveded adry weight content of 0.39%. Test and control
concentrations were tested in 5 pardlds. At the beginning
of the test, the pH of the test suspension was 7.05. Theend
pH vauein dl test assayswas 6.7 — 6.9. Incubation
temperature was 35 = 2 °C. Test concentrations were 50 or
100 mg AS/l. Gas pressure measurements were taken at
the beginning and end , as wdll as once per week. At the
end of thetrid, the dissolved inorganic carbon was
determined in an diquot of sugpenson supernatant usng a
C-anayzer. Inthe course of the 56-day anaerobic
incubation of the test substance (test concentration 50 or
100 mg AY/l) at 35 °C, the digester gas was tracked by
pressure measurements and at the end of the trid the tota
biodegradability was calculated from the digester gas and
dissolved inorganic carbon measurements.
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Results
Degradation:

Biodegradation (% of Organic Carbon in the Test Substance)

Test
Substance

Gas DIC Total
Concentration | Development | Production | Biodegradation

Dehyton

50 mg/l 38.0 59.6 97.6 + 18.6

Ke 3133

100 mg/l 32.7 23.6 56.3+ 17.0

Reaults:

Kingtic:

Breakdown products:
Remarks

Conclusions
Remarks:

Data Quality
Rdiability (Klimisch):
Remarks:

References

Other Available Reports

The test substance was considered biodegradable.

None stated

None stated

While pressure measurements independent of the test
concentrations produced comparable results (38.0% or
32.7% of the theoretical digester gas development), the
DIC measurements at the end of the test produced
congderable differences (59.6% or 23.6% of the theoretica
digester gas development). The calculated totdl
biodegradation was, therefore, considerably higher for the
50 mg/l test concentration than for the 100 mg/l
concentration. Comparison of the theoretica CH4/CO;
ratio using the Buswel equation (gpprox. 70% CH,/30%
CO,) with the CO, experimenta vaue for the 50 mg/l test
subgtance, indicated the experimenta value was too high.
Therefore, the results for the 100 mg/l test sample were
used.

Dehyton Ke 3133 isat least partidly anaerobicaly
biodegradable (author of report). The endpoint has been
adequatdly characterized. (American Chemistry Coundil
Fatty Nitrogen Derivatives Panel, Amides Task Group).

1A
Rdliable without redtriction; guideine study.

Richterich, K. 1995. Dehyton Ke 3133: Anaerobic
Biodegradahility in the ECETOC Test. Report number R
9500675. Henkel KGaA, Research Biology Ecology,
Dussddorf, Germany.
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Other
Last changed: October 29, 2001

Order number for sorting: 157t
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3.5 BIODEGRADATION

Test Substance
| dentity:

Purity:
Remarks:

Method

Method/Guiddine followed:

Test type:
GLP:

Year:
Contact time:
[noculum:

Remarks:

ANFODAC LB —achil (C12) ammido propil betaina
(CAS RN 4292-10-8; 1-Propanaminium, N-
(carboxymethyl)-N, N-dimethyl- 3-[ (1- oxododecyl)aminol-,
inner sdt)

Not stated

MITI test modified, according to the provisions of CEE
Directive 92/69.

Aerobic

Not stated

1996

28 days

From a purifying plant for home and indudtrid effluents,
from an indudtrid effluent purifying plant and surface

water and river surface soil.

A one liter sample each was drawn from the mud recycling
linein aliquid urban effluent trestment plant, mud

recyding linein aliquid industrid effluent treetment plant,
surface water from ariver, and surface soil from the bank
of ariver. The samples of the drawn muds were mixed in a
single container and the mixture was eft to rest. The
foreign and floating substances were taken away and the
supernatant was filtered through filter paper. Thefiltered
substance was aerated. The test material was used at a
concentration of 100 mg/l. All sampleswere tested in
duplicate. The reference substance was sodium benzoate.
The percent degradation on the basis of the oxygen
consumption was evauated.

Percentage degradation = [(BOD - B)/COD] x 100, where
BOD = biologica oxygen demand,

B = oxygen consumption of the culture soil added to the
inoculation; and COD = chemica oxygen demand .

The oxygen biochemica requirement was measured with a
respirometer. Thetest is consdered vaid when the
degradation percentage of the sodium benzoate exceeds
40% after 7 days and 65% after 14 days. Thetest
substance is considered reedily biodegradable when the
degradation percentage obtained is equa to or higher than
60%.
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Results
Degradation: The percent biodegradability was 82% after 28 days, using
the ThOD vaue (0.70 mg O»/mg). The percentage of
biodegradability was 95% after 28 days, using the COD
vaue (60 mg/l).
Reaults: Based on the degradation rate, the test substance was
readily biodegradable.
Kinetic: Not stated
Breakdown products: Not stated
Remarks.
Conclusons
Remarks: The test substance was readily biodegradable.
The endpoint has been adequately characterized.
(American Chemisiry Council Fatty Nitrogen Derivetives
Panel, Amides Task Group).
Data Quality
Rdiahility (Klimisch): 1C
Remarks: Rdliable without restriction: test procedure according to
nationa standards.
References Biffi, E. 1996. Biodegradability Tests Test Materid:

ANFODAC LB. Unpublished Report (Project
number 96/200.A6). Biolab, Italy.

Other Available Reports

Other
Lagt changed: Jduly 3, 2001
Order number for sorting: 168

Remarks:
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3.5 BIODEGRADATION
Test Substance

| dentity:

Purity:

Remarks:

Method

Method/Guiddine followed:

Tedt type:
GLP:

Year:
Contect time:
[noculum:
Remarks

Results
Degradation:

Reaults:

Hoe S 3267 (CAS RN 70851-07-9;

Amides, coco, N-[3-(dimethylamino)propyl], dkylation
products with chloroacetic acid, sodium sats)
Approximately 30%

Modified Zahn-Welens, DIN 38 412 Part 25,
88/302/EWG (Part C), 302 B in the OECD Guidelines, and
DIN 38 409 Part 3.

Aerobic biodegradability

Not stated

1986

34 days

Centrifuged wet dudge

The test substance was measured for biodegradability in a
closed bottle syssem. DOC determination (dissolved
organic carbon content) of the stock solution was

2316 mg/l; COD of the stock solution was 4229 mg/l (Oy);
DOC per 1 gram of test materia was 232 mg/g (in the
origind solution); and COD per 1 gram of test materiad was
423 mg/g (O,) (inthe origind solution). 12 g/l of
centrifuged wet dudge were used as inoculum,
corresponding to gpproximately 1000 mg/l dry weight.

86.5 mi/l of stock solution was used in the test assay,
corresponding to 200 mg/l dissolved organic carbon
content. Incubation temperaturewas 21+ 1°C. The
composition of the reaction medium followed the
requirements of the cited DIN Guiddine. The activity of
the inoculum was checked by the use of areference assay,
and acontrol without test substance was used. Test vessels
were 2-liter beskers covered with large watchglasses. Air
was blown in over large Pasteur pipettes, and the dudge
was kept in suspension with amagnetic dirrer.

>70% in 11 days
> 90% in 13 days
The test substance was inherently biodegradable.
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Kinetic: % Degradation
Day Test Reference
Substance Substance
0.13 0 2
1 <20 0
4 20-50 30
6 63
8 97
11 >70 102
13 >90
Breakdown products: None stated
Remarks: Seven days after adaptation, the biodegradation reached

45%. The adaptation phase (time until the beginning of
sgnificant degradation) was 1 day.
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Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

Hoe S 2367 isreadily biodegradable in the Zahn-Wdlens-
Test (author of the report). This method is no longer used
for “ready” biodegradation; the test substance was
inherently biodegradable (American Chemistry Council
Fatty Nitrogen Derivatives Panel, Amides Task Group).

The endpoint has been adequately characterized.
(American Chemidiry Council Fatty Nitrogen Derivetives
Panel, Amides Task Group).

1A
Rdiable without regtriction; guiddine study.

Vodskow, H. 1986. Report Developed from Archived
Datafrom 1986. Study of the Biodegradability of Hoe S
2367. Hoechst AG, Germany.

July 3, 2001
171
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4.1 ACUTE/PROLONGED TOXICITY TO FISH

Test Substance
| dentity:

Purity:
Remarks:

Method

Method/Guiddine followed:

Type:

GLP:

Year:
Species/Strain/Supplier:
Andyticd monitoring:
Exposure period:
Statigtical methods:

Remarks:

1- Propanaminium, 3 amino-N - (carboxymethyl)-N,N-
dimethyl-, N-dimethyl-, N-coco acyl derivs,, chlorides
(CAS RN 61789-39-7; 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N, N-dimethyl-, N- dimethyl-, N-coco
acyl derivs,, chlorides, sodium sdts)

Not stated

Methods conformed to U. S. EPA TSCA, 40 CFR 797,
Guiddine 797.1400

Satic

Yes

1992

Fathead minnow (Pimephal es promelas)/laboratory culture
No

96 hours

LCsp vaue was cdculated using computer program
(Stephan, C. E., K. A. Busch, R. Smith, J. Burke and R. W.
1978. A computer program for caculating an LCso. U. S.
Environmenta Protection Agency, Duluth, MN.) using
probit, moving average, or nonlinear interpolation

estimates.

The study measured the acute toxicity of the test substance
to Fathead minnows during a 96-hour exposure period.

The toxicity test was conducted in 5-gdlon glassvessds
holding 15 liters of test solution. Dilution weter was a
blend of naturdly hard well water and well water that had
been deminerdized by reverse oamoss. The blended water
was prepared to contain atotal hardness of 130 — 160 mg
CaCOsl/l. Test concentrations were prepared by
transferring diquots of an agueous stock solution of the test
Substance directly to 15 liters of dilution water.
Concentrations were prepared on atota compound basis.
Five test concentrations and a dilution water control were
used in the test. Treatment groups were replicated twice,
with each test vessdl holding 10 fish (20 per treatment
group). Fish were added to the exposure solutions within
30 minutes after preparing the exposure solutions. Test fish
were reared at the test |aboratory in well water and fed a
diet of commercid fish food and brine shrimp. They were
approximately 17 weeks old a the time of testing. A sublot
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Results
Nomina concentrations (mg/l):

Measured concentrations (mg/l):

Unit;
Element vdue
Statitica results;

Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

of the fish was segregated 48 hours prior to test initiation
and acclimated during that time to the blended dilution
water. Fish were not fed during acclimation or testing.
Fish used in testing had a mean wet weight of 0.25gand a
mean standard length of 26 mm. The test chamber biomass
was 0.17 g/l for the test. Test chambers were housed in a
water bath at 22 £ 1 °C. A 16-hour light/8-hour dark
photoperiod was maintained and light intensity over the test
chambers ranged from 720 — 880 lux during the test.
Measurements of temperature, dissolved oxygen and pH
were made at 0, 48 and 96 hours. Temperature ranged
from 22 — 23 °C, dissolved oxygen ranged from 5.7 —

8.0 mg/l in veseswith surviving fish, and pH ranged from
7.3—-8.0. Tes fish were observed every 24 hours for
mortdity and sublethd effects. Endpoint results were
based on nominal test concentrations.

0 (control), 0.056, 0.10, 0.18, 0.32, and 0.56

Not stated

mg/l

96-hour LCso

96-hour LCsp = 0.23 mg/l (95% confidence limits: 0.18 and
0.32 mgl)

Additiond caculated endpoints were:

24-hour LCso = 0.23 mg/l (0.18 — 0.32 mg/l)

48-hour LCso = 0.23 mg/l (0.18 —0.32 mg/l)

72-hour LCsp = 0.23 mg/l (0.18 — 0.32 mg/l)

NOEC = 0.10 mg/l

Complete mortality in the 0.32 and 0.56 mg/l test levels had
occurred within the first 24 hours. Onefish (5%) in the
0.18 mg/l leve died; dl remaining fish in thet level

gppeared norma. No mortdities occurred in any other
trestment group or control.

The endpoint has been adequatdly characterized (American
Chemistry Council Faity Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdliable without redtriction; guiddine study.
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References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks:

Sword, M. C. and K. R. Thompson. 1992. Static Acute
Toxiaty of Miramine TO-DT to Fathead Minnow
(Pimephales promelas). Report number 40340. ABC
Laboratories, Inc., Columbia, MO, U. S.

July 24, 2000
78
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4.1 ACUTE/PROLONGED TOXICITY TO FISH

Test Substance
| dentity:

Purity:
Remarks.

Method
Method/Guiddine followed:

Type:

GLP:

Year:
Species/Strain/Supplier:
Andyticd monitoring:
Exposure period:
Statistical methods:
Remarks:

Results
Nomina concentrations (mg/l):
Measured concentrations (mg/l):
Unit:
Element value
Statidtical results

Remarks:

1-Propanaminium, 3-amino- N - (carboxymethyl)-N, N-
dimethyl-, N-coco acyl derivs., hydroxides, inner st (CAS
61789-40-0; 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N, N-dimethyl-, N-coco acyl derivs,
inner dt)

Not stated

Methods conformed to EU Commission Directive
92/69/EEC. Annex. Part C: Method for the determination
of ecotoxicity, C.1, method corresponds to OECD
Guiddine 203

Static-renewal

Not stated

2000

Zebrafish (Brachydanio rerio)

Not stated

96 hours

Not stated

The experiment measured the 96- hour acute toxicity of the
test substance to Zebrafish in a gatic-renewal test system.
Test medium was renewed daily. Ten fish were exposed to
each trestment level. Mortalities were recorded at least
every 24 hours. The following vaues were caculated:
LCo = Highest concentration showing no mortality

LCsp = Concentration showing 50% mortaity

LC100 = Lowest concentration in which dl animas died.

Not stated

Not stated

mg of product/|

96-hour LCso

96-hour LCso = 6.7 mg of product/l (= 2.0 mg

active matter/l)

Additiona results calculated were:

LCo = 5.6 mg of product/l (= 1.7 mg active maiter/l)
LC100 = 8.0 mg of product/l (= 2.4 mg active matter/I.
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Conclusions
Remarks:

Data Quality
Reiability (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2B
Reliable with redtrictions; basic data given, comparable to
guidelines/standards.

Steber, J. and H. Berger. 1999. Biologicad Research and
Product Safety/Ecology: unpublished results, Test
substance registration number F 6492. Henkel KGaA,
Duessddorf, Germany.

July 24, 2000
84
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4.1 ACUTE/PROLONGED TOXICITY TO FISH

Test Substance
| dentity:

Purity:
Remarks.

M ethod

Method/guiddline followed:

Type:

GLP:

Year:
Species/Strain/Supplier:
Andyticd monitoring:
Exposure period:
Statigticad methods:
Remarks.

Results

Nomina concentrations (mg/l):
Measured concentrations (mg/l):

Unit;
Element vdue
Statitica results;

Remarks:

Conclusions
Remarks:

TEGO® Betain L 7 F (CAS RN 61789-40-0;

1- Propanaminium, 3-amino-N- (carboxymethyl)-N, N-
dimethyl-, N-coco acyl derivs,, inner sdt)

Not stated

OECD Guiddine 203, bzw. Anhang zur Richtlinie 92/69
EWGTel C.1

Stic

Not stated

1995

Zebrafish (Brachydanio rerio)

Not stated

96 hours

Not stated

Not stated
Not stated
mg/l product and mg/l active substance
96-hour LCso
96-hour LCso = 6.7 mg/l product
= 2.0 mg/l active substance
Additiona endpointsincluded:
96-hour LCp = 5.6 mg/l product
= 1.7 mg/l active substance
96-hour LC100 = 8.0 mg/l product
=24 mg/l active substance

The endpoint has been adequately characterized (American

Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
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Data Quality

Rdiability (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks:

2B
Rdiable with redtrictions; basic data given, comparable to
guiddines/standards.

1995. Akute Fischtoxizitaet fuer TEGO ® BetainL 7 F.
Report number bet7fi. Th. Goldschmidt AG.

July 24, 2000
86b
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4.1 ACUTE/PROLONGED TOXICITY TO FISH

Test Substance
| dentity:

Purity:
Remarks.

Method

Method/Guiddine followed:

Type:
GLP:
Year:

Species/Strain/Supplier:
Andyticd monitoring:

Exposure period:
Statistica methods:

Remarks:

Betadet HR (CAS RN 61789-40-0; 1-Propanaminium, 3-
amino- N - (carboxymethyl)-N,N-dimethyl-, N-coco acyl
derivaives, inner st)

28.5-30.5 % active ingredient

Protocol number 203 of 4™ April 1984, from the OECD
Guiddinefor Testing of Chemicas

Satic

Yes

1992

Zebrafish (Brachydanio rerio)/Not stated/Meridiana
Aquarium

No

96 hours

Asthe mortdity data obtained in the study are inadequate
for the use of standard methods of calculating the LCsp, the
highest concentration causng no mortdity and the lowest
concentration producing 100 percent mortality were used as
an gpproximation for the LCs (this was considered as the
geometric mean of these two concentrations).

The study assessed the acute toxicity of the test substance
to Brachydanio rerio over a 96-hour period. A totd of 74
male zebra fish were used in the study. They were
acclimatized in a 300 liter tank for 12 days before
trestment. At the onset of trestment, the fish were between
24 and 3.0 cmlong. For the main study, two groups were
used, each containing 10 animas. Ten Control fish were
adsoincluded. Animaswere placed in 84-liter glasstanks
containing 50 liters of dechlorinated drinking water with an
initial hardness of between 196.9 and 214.8 mg/l. The pH
value was between 8.4 and 8.5 and temperature was
between 19 and 22 °C. The dissolved oxygen
concentration was maintained at between 70 and 95%.
Feeding was stopped 24 hours before the test began. No
food was offered during the period of exposure to the test
substance. The test substance was administered in asingle
dose, dissolved in the water. There was no renewd of the
test solution during the study period. After test initiation,
fish were observed once dally for atota of 96 hours. Any
dead animals found at the different observation times were
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Results
Nomina concentrations (mg/l):
Measured concentrations (mg/l):
Unit:
Element value
Stidtica results
Remarks:

Conclusions
Remarks:

Data Quality
Rdidhility (Klimisch):
Remarks:

removed and their desth was recorded. Animas showing
no perceptible breathing movements and that did not react
when the caudd fin was touched were considered dead. pH
va ue dissolved oxygen level and temperature were

recorded daily. Animals surviving to the end of the trid
were sacrificed by asphyxia

0 (contral), 5.66 and 8
Not stated

mg/

LCso =6.73 mg/l

The 10 fish exposed to the 8.0 mg/l concentration died
during thefirst 24 hours after trestment. Before degth, they
showed a decrease in mohility and breathing difficulties.
Two of the animas remained on the surface of the
aquarium and the others at the bottom. The 5.66 mg/l
concentration did not cause the death of any of the treated
animas. Only adight decrease in mobility was noted
between 3 and 24 hours after trestment. None of thefishin
the Control group died. Vauesfor pH ranged between
8.40 — 8.53, temperature ranged between 20.7 —21.9 °C
and dissolved oxygen values ranged between 70 and 94%.
During the course of the study, the following deviations
from the study protocol occurred: the pH value was
sometimes up to 0.4 points higher and temperature 4 and 2
degrees lower than the ranges stated in the test protocol (pH
6.0 — 8.5 and temperature 21 — 25 °C).

The endpoint has been adequately characterized (American
Chemigtry Council Faity Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdiable without redtriction; guideine study.
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References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks:

Mayordomo, L. 1992. Acute Toxicity Test.
Determination of LCsp in Fish. (Brachydanio rerio). Test
Substance: Betadet HR. Report number CD-91/2689T.
Centro de Investigacion y Desarrollo Aplicado, sal.,
Barcelona, Spain. Sponsored by Kao Corporation SA.

October 29, 2001
157¢
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4.1 ACUTE/PROLONGED TOXICITY TO FISH

Test Substance
| dentity:

Purity:
Remarks:

Method

Method/Guiddine followed:

Type:

GLP:

Year:
Species/Strain/Supplier:
Andyticd monitoring:
Exposure period:
Statigticad methods:
Remarks.

Results

Nominal concentrations (ml):
Measured concentrations. (iml)

Unit;
Element vdue
Satigica results

Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

Fatty acid Ci2-1g amido-propyl betain

(CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N,N-dimethyl-, N-coco acyl derivatives,
inner sdt)

Not stated

OECD 204 Long Term Fish Test

Not stated

Yes

1997 (date article was published)
Rainbow trout (Oncor hynchus mykiss)
Yes

28 days

Not stated

Not stated

Not stated

mg/l

NOEC and LOEC

28-day NOEC = 0.16 mg/l

28-day LOEC = 0.5 mg/l

Manuscript indicates “ biologica data are backed by
appropriate anaytical determinations’.

The endpoint has been adequatdly characterized (American
Chemisiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).

2A
Rdliable with restrictions; guiddine sudy summarized in a
well-documented publication.
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References

Other Available Reports

Other
Lagt changed:

Order number for sorting:

Remarks:

Scholz, N. 1997. Ecotoxicology of Surfactants. Tensde
Surf. Det. (34)4:229 -232.

October 29, 2001
157r
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4.2 TOXICITY TO AQUATIC INVERTEBRATES

Test Substance
| dentity:

Purity:
Remarks.

Method
Method/Guiddine followed:

Test type:

GLP:

Year:

Anaytica procedures.
SpeciesStrain:

Tedt details:

Satisticad methods:

Remarks:

Results
Nomina concentrations (mg/l):
Measured concentrations (mg/l):

1-Propanaminium, 3-amino-N-(carboxymethyl)-N, N-
dimethyl-, N-coco acyl derivs,, inner st

(CAS RN 61789-40-0)

30% active ingredient; about 5% NaCl, about 65% water

Methods conformed to OECD Guiddine 202 and EEC
Method C.2

Satic

Yes

1991

Yes

Daphnia magna

Static

Logit model described by Cox, D. R. 1977. Anayss of
binary data. Methuen & Co., Ltd.

The experiment measured the 48-hour acute toxicity of the
test substance to Daphnia magna. The daphnids were
exposed to the substance in 50-ml beakers containing 20 ml
of test solution with 10 daphnids per besker. Daphnids
were laboratory bred and less than 24 hours old at test
initiation. Test levelswere O (contral), 6.25, 12.5, 25, 50
and 100 mg/l. Test levelswererunin duplicate. Dilution
water was recondtituted water prepared according to the
EEC Directive. The pH of the water was adjusted to 8.1
and the dissolved oxygen was 8.1 mg/l. During the test, pH
ranged from 8.2 — 8.4 and dissolved oxygen ranged from
7.9 —8.3. The concentration of the test article a the
beginning and at the end of the test was andyzed for the
control and for the 6.25, 25, and 100 mg/l test solutions. In
addition, stability analyses gave values 95.5 and 85.2% of
nomind for a 100 mg/l solution at the beginning and end of
the test.

0 (contral), 6.25, 12.5, 25, 50 and 100

0-hour measurements. < 1.235 (contral), 4.515 (6.25 mg/l),
20.10 (25 mg/l nomind), 87.85 (100 mg/l nomina) mg/l
48-hour measurements. < 1.234 (control), 5.557 (6.25 mg/l
nomind), 21.08 (25 mg/l nomind), 105.8 (100 mg/l

nomind) mg/l
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Unit:

ECso (48-hour):
NOEC (48-hour):
Statidtica results,
Remarks.

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks.

mg/l

21.5 mg/l (95% confidence limits: 16.1 — 28.1 mg/l)

ECo =53 mg/l

Described above

Additiona endpoints caculated during the test were:

24-h ECp = 12.5 mg/l

24-h ECsp = > 100 mg/l

24h EC190 => 100 mg/l

48-h ECy = 5.3 mg/l

48-h ECs0 = 21.5 mg/l

48-h EClOO =89.3 mg/l

Concentration analyses showed test levels remained from
72.2 10 105.8% of the nomina concentrations over the 48-
hour test period. Daphnids in the control group showed no
adverse effects during the exposure.

The endpoint has been adequately characterized (American
Chemistry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdiable without regtriction; guiddine study.

Wuethrich, V. 1991. 48-Hour Acute Toxicity of
TEGO-BETAIN to Daphnia magna (OECD-
Immobilization Test). Report number 283803. RCC
Umwetchemie, ItingerVBL, Switzerland.

July 24, 2000
87
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4.2 TOXICITY TO AQUATIC INVERTEBRATES

Test Substance
| dentity:

Purity:
Remarks.

Method
Method/Guiddine followed:

Test type:

GLP:

Year:

Anaytica procedures.
SpeciedStrain:

Test detalls.

Statigtica methods:
Remarks:

Results
Nomina concentrations (mg/l):
Measured concentrations (mg/l):
Unit:
ECso (48-hour):
Remarks:

Betadet HR (CAS RN 61789-40-0; 1-Propanaminium, 3-
amino- N - (carboxymethyl)-N,N-dimethyl-, N-coco acyl
derivaives, inner st)

Not stated

Protocol number 202, part 1, 24 h ECso Acute
Immobilization Test, of the 4™ of April 1984, from the
OECD Guiddinefor Tedting of Chemicas

Static

Yes

1992

No

Daphnia magna

Satic

Litchfield and Wilcoxon Method

The product was administered in a single dose per dose
level, dissolved in the water held in the test tubes, which
was Smilar to that used in the breeding period (50%
dechlorinated water and 50% ditilled water). The daphnia
were then transferred to the vessals. The dilution water
was aerated to saturation leve prior to introduction of the
test substance to ensure that the oxygen leve did not fall
below 60% of the saturation vaue. Before the Main Study,
aPrdiminary study was carried out to determine the range
of toxic concentrations. The Daphnia were monitored one,
24 and 48 hours after the start of trestment. Observations
included a determination of the number of immobilized
animdls, that isto say animas not able to swim within 15
seconds after gentle agitation of the test container.

0 (contral), 0.5, 1, 2, 4, 8 and 16 mg/l

Not determined

my/l

6.40 mg/l

48-hour ECso = 6.40 mg/l (confidence limit 4.57 — 8.96).
The product caused 0% immobilization a the 0.5 mg/l
concentration. At concentrations of 1 mg/l and 2 mg/l, 2
and 3 daphnia, respectively, out of atotd of 40, were found
immobile. The4 mg/l and 8 mg/l concentrations caused
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Conclusons
Remarks:

Data Quality
Rdiability (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

immobilizationin 5 and 9 daphnia, respectively, out of a
total of 20. All the animastreated at the 16 mg/l
concentration were found immobile. 1.7% immobilization
was recorded in the Control group.

Thefollowing deviations fromthe test protocol occurred
during the course of the study: during breeding, the
temperature of the water was up to 1 degree and
occasiondly 2 degrees higher than the ranges stated the test
protocol (20 + 2 °C). Vauesfor pH ranged from 8.33 —
8.49, temperature ranged between 21.9 - 22.4 °C and
dissolved oxygen ranged between 67 — 100%.

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdiable without regtriction; guiddine study.

Mayordomo, L. and J. Zapatero. 1992. Acute
Immobilistion Test in Daphnia. Test Substance: Betadet
HR. Report number CD-91/2690T. Centro de Ivestigacion
y Desarrollo Aplicado, sal., Barcelona, Spain.

July 3, 2001
157d
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4.2 TOXICITY TO AQUATIC INVERTEBRATES

Test Substance
| dentity:

Purity:
Remarks.

Method

Method/Guiddine followed:

Test type:

GLP:

Year:

Andytica procedures:
Specied/Strain:

Tedt detalls:

Statistica methods:
Remarks.

Results

Nomina concentrations (mg/l):
Mesasured concentrations (mg/l):

Unit:

ECso (24-hour):
LCso (24-hour):
NOEC (24-hour):
Satidica results
Remarks:

Dehyton K, 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N,N-dimethyl-, N-coco acyl derivs,,
hydroxides, inner sdt (CAS RN 61789-40-0)

Not stated

German standard methods for the examination of weter,
waste water and dudge; bioassays (group L); determination
of the effect of substancesin water on microcrustaceans
(Daphnia- Shorttime-Test) DIN 38412, L11. Thistest
corresponds to OECD Guiddine 202, part 1

Satic

No

1980

Not stated

Daphnia magna

Static

Not stated

Organisms were exposed to the test substance added to
water a arange of concentrations (gpproximately

20 animd's per concentration) for a period of 24 hours.
Immohilities (the loss of the ability to swim) were recorded
and ultimately, the ECy and the EC10p Were determined.
Based on these data the ECso was calcul ated.

Not stated

Not measured

mg/l

3.7 mg product/l (= 1.1 mg active matter/l)

Not stated

Correspondsto ECy (see below)

Not stated

Also ECy (24 hour) = 2.2 mg product/l (= 0.64 mg active
matter/l); EC100(24 hour) = 6.4 mg product/l (= 1.9 mg
active matter/l).
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Conclusions
Remarks:

Data Quality
Reiability (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks:

The endpoint has been adequately characterized.
(American Chemistry Council Fatty Nitrogen Derivatives
Pandl, Amides Task Group).

2D
Rdiable with restrictions; data are rdiable but article lacks
detals.

Steber, J. and K. Richterich. 2000. Acute Toxicity:
Daphnia. Biologica Research and Product
Safety/Ecology: Unpublished Data, File 407/3. Henke
KGaA, Germany, Report No. R 0001217.

duly 3, 2001
157p



FND Amides— Appendix 3
September 16, 2004
Page 63 of 103

4.2 Toxicity to Aquatic I nvertebrates

Test Substance
| dentity:

Purity:
Remarks:

Method

Method/Guiddine followed:

Test type:

GLP:

Year:

Anaytica procedures.
SpeciesStrain:

Tedt details:

Statigticad methods:
Remarks.

Results

Nomina concentrations (mg/l):
Measured concentrations (mg/l):

Unit:

ECso (48-hour):

L Cso (48-hour):
NOEC (48-hour):
Satidtica results.
Remarks:

Conclusons
Remarks:

Fatty acid Ci2-1g amido-propyl betain

(CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N,N-dimethyl-, N-coco acyl derivatives,
inner sdt)

Not stated

OECD 202 Daphnia Reproduction Test
Not stated

Yes

1997 (date article published)

Not stated

Daphnia magna

Not stated

Not stated

Not stated

Not stated

my/l

Not stated

Not stated

NOEC (21-day) = 0.9 mg/l

Not stated

LOEC (21-day) = 3.6 mg/l; manuscript indicates
“biologica dataare backed by appropriate andytica
determinations’ .

The endpoint has been adequately characterized.
(American Chemistry Council Fatty Nitrogen Derivatives
Panel, Amides Task Group).
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Data Quality

Rdiability (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks:

2A
Rdiable with redtrictions; guideline sudy summarized in a
well-documented publication.

Scholz, N. 1997. Ecotoxicology of Surfactants. Tenside
Surf. Det. (34)4:229 - 232.

July 3, 2001
157r
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4.2 TOXICITY TO AQUATIC INVERTEBRATES

Test Substance
| dentity:

Purity:
Remarks:

Method
Method/Guiddine followed:
Test type:
GLP:
Year:
Andytical procedures.
Species/Strain:
Test details:
Statistical methods:
Remarks.

Results
Nomina concentrations (mg/l):

Measured concentrations (mg/l):

Unit;
ECs0 (96-hour):
Remarks:

Conclusions
Remarks:

Ammonium, (carboxymethyl) hexadecyldimethyl-,
hydroxide, inner salt (8Cl) (CAS RN 693-33-4)
Not stated

Nonspecific method

Static

No

1995

No

Echinogammarus tibaldii

Satic

Probit analysis for ECsp concentrations

Test organisms were field collected from a spring of the
VeraRiver (Italy) and held in the [aboratory in cool aerated
water in a20-1 aguaria. Mature adult males were kept for
about three days in recongtituted water recelving aeration
and food conssting of dry poplar leaves. Twenty-four
hours before the test the feeding was ceased. Testing was
conducted in 1-1 glassjars containing 250 ml of test
solution. Dilution weater was recongtituted water having a
hardness of 240 mg CaCOs/l, an dkdinity of 55 mg
CaCOs/l and pH of 7.9. The temperature of the water
during testingwas 8 £ 0.5 °C. Animaswere not fed during
the test.

Not stated
Not stated

mg/l
25 mg/l (95% confidence interval: 2.4 — 2.6 mg/l)

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).



FND Amides— Appendix 3
September 16, 2004
Page 66 of 103

Data Quality

Rdiability (Klimisch):
Remarks:

References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks:

2C
Rdiable with redtrictions, comparable to guiddine study
with acceptable restrictions.

Pantani, C, N. Spreti , A. A. Novdli, A. V. Ghirardini and
P. F. Ghetti. 1995. Effect of Particulate Matter on Copper
and Surfactants Acute Toxicity to Echinogammarus
tibaldii (Crustacea, Amphipoda). Environ. Technol.
16:263 - 270.

July 24, 2000
59
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4.3 TOXICITY TO AQUATIC PLANTS (ALGAE)

Test Substance
| dentity:

Purity:
Remarks.

Method

Method/Guiddine followed:

Test type:

GLP:

Year:
Species/Strain/Supplier:
Element bass.
Exposure period:
Andyticd monitoring:
Statigticad methods:
Remarks.

Results

Nomina concentrations (mg/l):
Mesasured concentrations (mg/l):

Unit;
Blement vdue
Reallt:

Satisfactory control response:

Statidtica reaults;
Remarks:

Cocamidopropyl Betaine— F 3006 (CAS RN 61789-40-0;
1- Propanaminium, 3-amino- N - (carboxymethyl)-N,N-
dimethyl-, N-coco acyl derivs,, inner salt)

Not stated

OECD Guiddine 201

Static

No

1993

Scenedesmus subspicatus’CHODAT SAG 86.81/Not stated
Biomass and growth rate

72 hours

No

Graphicd determination of EC vaues

The study measured the inhibition of the test substance on
the growth of Scenedesmus subspicatus over a 72-hour
exposure period. Four replicate test flasks were run at each
trestment level. Testswere run under continuous lighting

of 35— 70 nE/m*s at atemperature of 23+ 2 °C.
Endpoints were determined for dga growth rate and alga
cdl dengty. The ECy, EC10, and ECsp were caculated for
rate and cdl dengty.

0 (contral), 0.32, 1.0, 3.2, 10, 32, and 100 mg/|
Not stated

my/l

72-hour B,Cso and 72-hour ECsg
72-hour B,Co = 3.2 mg/l

72-hour B,C10 =4.9 mg/l
72-hour B,Cso =30 mg/l

72-hour ECp =3.2mg/l

72-hour E.C10 =7.0 mg/l
72-hour E.Csp =48 mg/l

Yes

See ResUlts
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Conclusons
Remarks: The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
Data Quality
Rdiahility (Klimisch): 1A
Remarks: Rdiable without regtriction; guiddine studly.
References Noack, U. 1993. Pruefung auf Hemmung der
Algenzdlvermehrung von Cocamidopropyl Betaine— F
3006. Projekt Nr. 931124GG. Laboratorium fur
Angewandte Biologie, Hildesheim, Germany.
Other
Last changed: July 24, 2000
Order number for sorting: 91

Remarks:
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4.3 TOXICITY TO AQUATIC PLANTS (ALGAE)

Test Substance
| dentity:

Purity:
Remarks.

Method
Method/Guiddine followed:
Test type:
GLP:
Y ear:
Species/Strain/Supplier:

Element basis:
Exposure period:
Andyticad monitoring:
Statistical methods:
Remarks:

Results
Nomina concentrations (mg/l):
Measured concentrations (mg/l):
Unit:
Element value
Result:

Satisfactory control response:

1- Propanaminium, 3-amino-N-(carboxymethyl)-N,N-
dimethyl-, N-coco acyl derivs,, hydroxides, inner st
(CAS RN 61789-40-0)

30% active substance

DIN 38412, Part 9

Static

Yes

1992

Scenedesmus subspicatus/SAG 8681/
Pflanzenphysologisches Indtitut der Universitaet
Goettingen

1x 10* cdlgml

96 hours

Not stated

Probit andysis of growth rate data

The experiment assessed the growth inhibition of the test
substance on Scenedesmus subspicatus. Test
concentrations were 0 (contral), 0.01, 0.03, 0.1, 0.3, 1.0,
3.0 and 10 mg product/l. Each experimenta group was
replicated threetimes. Test vessels were 300-mi
Erlenmeyer flasks holding 100 ml of test solution. At the
beginning of the test, flasks were inoculated with 1.0 ml of
agd cdl inoculum to achieve a concentration in each flask
of 1° 10* cellsml. Flasks were placed under continuous
lighting of 2000 lux and continuoudy shaken at 120 rpm by
means of an orbital shaker. At 24, 48, 72 and 96 hours, a
sample from each flask was taken and the density of dgd
cdlsin the sample (cells/ml) was measured using an
electronic particle counter (Coulter-Counter). Cell
dengities were converted to growth rates and growth rates
were used in the calculation of EC vaues.

0 (contral), 0.01, 0.03, 0.1, 0.3, 1.0, 3.0 and 10
Not stated

mg/l

96-hour ECso

96-hour ECsp = 1.84 mg product/|

96-hour ECso = 0.55 mg active substance/l

yes
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Satigica results
Remarks:

Conclusions
Remarks:

Data Quality
Reiability (Klimisch):
Remarks:

Refer ences

Other
Last changed:
Order number for sorting:
Remarks:

Additional endpoints determined in the study included:
96-hour ECy = 0.30 mg product/I

96- hour ECp = 0.09 mg active substance/l

96-hour EC1¢ = 0.46 mg product/|

96-hour EC10 = 0.14 mg active substance/l.

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

1B
Rdiable without regtriction; comparable to guiddine study.

H. Guhl. 1992. Forschung Biologie/Oekologie. Report
number RE 920184. Henkel KGaA, Duesseldorf,
Germany.

July 24, 2000
93
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4.3 TOXICITY TO AQUATIC PLANTS (ALGAE)

Test Substance
| dentity:

Purity:
Remarks.

Method

Method/Guiddline followed:

Test type:

GLP:

Year:
Species/Strain/Supplier:
Element bass.
Exposure period:
Andyticd monitoring:
Statistical methods:
Remarks:

Results

Nomind concentrations (mg/l):
Mesasured concentrations (mg/l):

Unit;
Element vdue
Reallt:

Satisfactory control response:

Satigica results

Remarks:

Conclusions
Remarks:

TEGO®-Betain L 7 F (CAS RN 61789-40-0;
1-Propanaminium, 3-amino-N- (carboxymethyl)-N,N-
dimethyl-, N-coco acyl derivs,, inner salt)

Not stated

OECD Guiddine 201, bzw. Anhang zur Richtlinie 92/69
EWG Tel C3

Growth inhibition test

Not stated

1995

Scenedesmus subspicatus

Determined on cdll biomass.

72 hours

Not stated

Not stated

Not stated
Not stated
mg/l
72-hour ECso
72-hour ECsp = 1.81 mg product/|
72-hour ECsp = 0.55 mg active substance/|
Unknown
72-hour ECsp = 1.81 mg product/|
72-hour ECsp = 0.55 mg active substance/|
Additiona endpoints determined in the study included:
72-hour ECp = 0.30 mg product/I
= 0.09 mg active substance/l

72-hour EC1p = 0.46 mg product/|

= 0.14 mg active substance/l

The endpoint has been adequately characterized (American

Chemistry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
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Data Quality

Rdiability (Klimisch):
Remarks:

References

Other
Last changed:

Order number for sorting:

Remarks:

2B
Rdiable with redrictions, basic information given;
comparable to guidelines/standards.

1995. Algeninhibitionstest mit TEGO® BetainL 7 F.
Report number bet7a. Th. Goldschmidt AG.

July 24, 2000
94b
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4.3TOXICITY TO AQUATIC PLANTS (ALGAE)

Test Substance
| dentity:

Purity:
Remarks:

Method

Method/Guiddine followed:

Test type:

GLP:

Year:
Species/Strain/Supplier:
Element bass.
Exposure period:
Andyticd monitoring:
Statistical methods:
Remarks:

Results

Nomind concentrations (mg/l):
Mesasured concentrations (mg/l):

Unit;
Element vdue
Reallt:

Satisfactory control response:

Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Fatty acid Ci2.1g amido propyl betain

(CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N,N-dimethyl-, N-coco acyl derivatives,
inner sdt)

Not stated

EG 92/69 Algae Growth Inhibition Test

Not stated

Yes

1997

Scenedesmus subspi catus/Not stated/Not stated
Not stated

72 hours

Not stated

Not stated

Not stated

Not stated

mg/l

72-hour NOEC

NOEC (72-hour) = 0.96 mg/l

Not stated

Manuscript indicates “ biologica data are backed by
gopropriate andytical determinations’.

The endpoint has been adequately characterized.
(American Chemisiry Council Fatty Nitrogen Derivetives
Panel, Amides Task Group).

2A
Rdiable with redrictions; guideine sudy summarized in a
well-documented publication.

Scholz, N. 1997. Ecotoxicology of Surfactants. Tenside
Surf. Det. (34)4:229 - 232.
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Other
Last changed:

Order number for sorting:

Remarks:

July 3, 2001
157r
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4.3 TOXICITY TO AQUATIC PLANTS (ALGAE)

Test Substance
| dentity:

Purity:
Remarks:

Method

Method/Guiddine followed:

Test type:

GLP:

Year:
Species/Strain/Supplier:

Element bass
Exposure period:
Andyticd monitoring:
Statistica methods:

Remarks:

ANFODAC LB —dchil (C12) anmido propil betaina
(CAS RN 4292-10-8; 1-Propanaminium, N-
(carboxymethyl)-N, N-dimethyl- 3-[ (1- oxododecyl)aminol-,
inner sdt)

Not stated

EEC Directive 92/69 and OECD Guiddine 201

Satic

Not stated

1996

Selenastrum capricor nutum prinz/inditute of Terrestria
Ecology Culture Center of Algae and Protozoa, Cambridge,
Englad

10* cellsgml

72 hours

Not stated

The percentage difference between the cdlular
concentration of the treated group and the control group
was cdculated. The growth curve for both groups was
graphicaly determined and the regresson line was
caculated. The difference between the average rate of
growth (m) of treated and control groups was calculated by
the angular coefficient (b) of theregresson lines. The
percentage inhibition of growth rate for each concentration
of test materid (Imt) was caculated as.

Imt = [(mc-mt)/mc] x 100 where;

mc = rate of growth of control group and

mt = rate of growth of treated group.

A prdiminary test to determine the acute toxicity of the test
substance on an dgd culture of Sdlenastrum capricornutum
in growing phase, a an initia concentration of 10%/ml was
conducted. Algae were exposed to the test materid at a
concentration of 100 mg/l for 72 hours. The flasks
containing the control and the treated organisms were
stirred at atemperature of 23 + 2 °C with continuous
lighting for 72 hours. After 24, 48 and 72 hours, cell
concentration was measured with a Burke chamber. The
pH of the culture medium was 8.0 = 0.5.
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Results
Nomina concentrations (mg/l):

Measured concentrations (mg/l):

Unit;
Element vdue
Reault;

Satisfactory control response:
Stidtica results
Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks:

References

Other
Last changed:
Order number for sorting:
Remarks:

100 mg/l
Not stated

mg/

Thiswas congdered a“limit tes”. In this experiment, no
differencein agd growth was seen between treated and
control groups. The difference between the biomass of the
control and treated groups is less than 25%. The difference
between the average growth of the treated group and
control group was 0.56%. The NOEC was 100 mg/l.

Yes

Not stated

The temperature during the test did not vary more than 1 °C
and the pH did not vary more than 0.2 units. The average
cdlular concentrations for each group were:

Time Treated Control Difference
(hours) | (no.celgml) | (no. cellgml) (%)
24 2.7 x 10° 25x 10 -8.0
48 5.3 x 10 5.5 x 10 3.6
72 8.7 x 10* 8.5x 10 -2.3

The endpoint has been adequately characterized (American
Chemigtry Council Faity Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdiable without redtriction; guideine studly.

Biffi E. 1996. Acute Toxicity in Algee: Test Materid:
ANFODAC LB. Unpublished Report (Project number
96/200.A7) Biolab, Italy.

July 3, 2001
167
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks.

M ethod
Method/guideline followed:
Type:
GLP:
Year:
Species/Strain:
Sex:
No. of animals per sex per dose:
Vehide
Route of adminigtration:
Remarks.

Results
Vdue

Number of deaths:
Remarks:

Conclusions
Remarks:

Amphosol CA (CAS RN 61789-40-0; 1-Propanaminium, 3-
amino-N- (carboxymethyl)-N, N-dimethyl-, N-coco acyl
derivs, inner dt)

35.61% active

Not stated

LDso

Yes

1982

RatsSprague-Dawley

Mdeand femde

5

None

Ord gavage

Five mae and five femde rats (220 - 294 g) were
adminigered asingle ord dose of the undiluted test
substance. Animals were fasted overnight prior to dosing.
All animals were weighed prior to dosing and a
termination. Animas were observed frequently on the day
of dosing and for 14 days subsequent to dosing. All
animasthat died during the study were subjected to agross
necropsy.

LDsp > 1.8 g/lkg for maes (snce dl femaes died could not
determine LDsg for femaes or determine a combined L Dsp)
50f 10

All five femdes died by Day 2 (one day after dosing). All
femdes exhibited sdivation, diarrhea, ataxia, and/or
decreased activity prior to deasth. The maes exhibited
gmilar dinicd sgnsasthefemaes on Days 1 (day of
dosing) and 2; however, dl animas recovered by Day 3.
Necropsy data were not reported.

The endpoint has been adequatdly characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).
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Data Quality
Rdiability (Klimisch):
Remarks,

References

Other Available Reports

Other
Last changed:

Order number for sorting:

Remarks

1B
Rdliable without restriction; comparable to guiddine study.

Reagan, E. L. and P. J. Becci. Acute Ord Toxicity in Rats.
1982. Study number 7330D. Food and Drug Research
Laboratories, Inc., Waverly, NY, U. S.

Jduly 25, 2000
99%a
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks.

Method
Method/guiddine followed:

Type:

GLP:

Year:

SpeciesStrain:

Sex:

No. of animals per dose:
Vehide

Route of adminigration:
Remarks:

Results
Vdue

Number of desths:

Remarks:

Lonzaine Co. Lot #B-4232 (CAS RN 61789-40-0; 1-
Propanaminium, 3-amino-N-(carboxymethyl)-N, N-
dimethyl-, N-coco acyl derivs,, inner sdt)

30%

Remaining composition is 70% water

Acute toxicity procedure suggested in: Hagan, E. C. 1959.
Acute Toxicity; Appraisa of the safety of chemicasin
foods, drugs and cosmetics. 17 —25.)

LDso

No

1977

Widter rats

Mdeand femde

5

None

Ord gavage

Six groups of five young adult dbino rats (males and
femaes combined) weighing 200 — 300 g were
administered a single dose of the test substance (30%
aqueous solution) at levels of 4.0, 8.0, 10.0, 12.5, 16.0 or
32.0 glkg. The test substance was used as received.
Animals were fasted for 24 hours prior to dosing and both
sexes were equaly distributed. Animals were observed
daily for two weeks post-dose. No postmortem, or
histopathology examinations were performed in this studly.

LDsp = 2.6 g active ingredient/kg

(95% Confidence Limits = 1.8 — 3.6 g active ingredient/kg)
0/5 at 4.0 g/lkg dose leve (origina solution)

2/5 a 8.0 g/kg dose leve (origind solution)

4/5 at 10.0 g/kg dose leve (origina solution)

5/5 at 12.5, 16.0 and 32.0 g/kg dose levels (origind
solution)

Slight diarrhea and unkempt coats were observed in
animas treated with 4.0 g/kg of the test substance as an
aqueous mixture. Lethargy, diarrhea, nasa hemorrhage
and unkempt coats, increasing in severity proportionately to
the levels employed, were observed in dl animastreated at
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Conclusions
Remarks:

Data Quality
Rdiability (Klimisch):
Remarks,

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks:

dose levels of 8.0 g/kg (test substance as an agueous
mixture) and above,

The LDsg of the origina solution (30% agueous) was
8.55 g/kg.

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2B
Rdiable with redtrictions; basic data given, comparable to
guiddines/standards.

Walace, J. M. 1977. Acute Oral LDsp Toxicity Study with
Lonzaine CO, Lot #B-4232. Bio-Toxicology Laboratories,
Inc., Moorestown, NJ, U. S.

August 14, 2000
99c
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity: Cocamidopropyl Betaine
(CAS RN 61789-40-0; 1-Propanaminium, 3-amino-N-
(carboxymethyl)-N, N-dimethyl-, N-coco acyl derivs,
inner sdt)
Purity: 30%
Remarks: Remaining composition is 70% water
Method
Method/guiddinefollowed: Acute toxicity procedure suggested in: Hagan, E. C. 1959.
Acute Toxicity; Appraisa of the safety of chemicasin
foods, drugs and cosmetics. 17 —25.)
Type: LDso
GLP: No
Year: 1977
Species/Strain: Widtar rats
Sex: Mdeand femde
No. of animals per dose: 5
Vehicde None
Route of adminigration: Ord gavage
Remarks. Six groups of five young adult abino rats (maes and
femaes combined) weighing 200 — 300 g, were
administered a single dose of the test substance (30 %
aqueous solution) at levels of 2.0, 4.0, 5.0, 6.3, 8.0 or
16.0 g/kg. Thetest substance was used as received.
Animaswere fagted for 24 hours prior to dosing and both
sexes were equally distributed. Animals were observed
daily for two weeks post-dose. No postmortem, or
histopathology examinations were performed in this study.
Results
Vdue LDsp = 1.5 g ective ingredient/kg
(95% Confidence Limits= 1.1 — 2.0 g/kg)
Number of deeths. 0/5 at 2.0 g/kg dose leve (origind solution)

1/5 at 4.0 g/kg dose leve (origind solution)

2/5 a 5.0 g/kg dose leve (origind solution)

3/5 a 6.3 g/lkg dose leve (origina solution)

5/5 at 8.0 and 16.0 g/kg dose leves (origind solution)
Remarks: Suggishness, nasd hemorrhage, diarrhea and wetness

around the pogterior, increasing in severity proportionately

to the levels employed, were observed in animas at all

doseleves. TheLDsg of the origind solution (30%) was

4.9 g/kg.
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Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks.

References

Other Available Reports

Other
Last changed:
Order number for sorting:
Remarks.

The endpoint has been adequately characterized (American
Chemistry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2B

Rdiable with redtrictions; basic data given, comparable to
guidelines/standards.

Walace, J. M. 1977. Acute Ord LDs Toxicity Study for
Cocamidopropyl Betaine 30% Solution. Bio-Toxicology
Laboratories, Inc., Moorestown, NJ, U. S.

August 14, 2000
9ad
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5.1.1 ACUTE ORAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks.

Method
Method/guiddine followed:

Type:

GLP:

Year:

SpeciedStrain:

Sex:

No. of animals per sex per dose:
Vehide

Route of adminigration:
Remarks.

Results
Vdue

Number of desths.
Remarks:

Betadet HR (CAS RN 61789-40-0; 1-Propanaminium, 3-
amino- N - (carboxymethyl)-N,N-dimethyl-, N-coco acyl
derivaives, inner st)

31% active ingredient

Annex V of EEC directive 79/831/EEC, Part B Methods for
Determination of Toxicity, Method B1 Acute Ord Toxicity
and OECD Guiddinefor Tegting of Chemicds

Number 401.

LDso limit test

Not stated

1987

CD rats[Crl:COBS CD (SD) BR]

Mae and femde

5

Not stated

Ora

The study was performed on mae and femae CD rats
whose body weights ranged between 110 and 150 g. The
test substance was administered as provided at 5.0 g/kg
body weight via syringe and plagtic catheter. Animaswere
observed soon after dosing and at frequent intervals for the
remainder of Day 1. On subsequent days, the animas were
observed once in the morning and again at the end of the
experimenta day. Clinical sgnswere recorded at each
obsarvation. All animaswere observed for 14 days after
dosing. Individua body weights were recorded on days 1,
8and 15. All animaswerekilled on Day 15 by cervica
didocation and were subjected to a macroscopic post
mortem examination, which conssted of opening the
abdomina and thoracic cavities. The macroscopic
appearance of abnormal organs, when present, was
recorded.

LDsp > 1.5 glkg active ingredient (> 5.0 g/kg as supplied —
31% solution)

None

Signs of reaction to trestment observed in dl rats shortly
after dosng were: piloerection and increased salivation.
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Conclusons
Remarks:

Data Quality
Rdiability (Klimisch):
Remarks.

References

Other availablereports

Other
Last changed:
Order number for sorting:
Remarks:

Piloerection persgsted throughout Day 1 and was
accompanied on Day 2 by abnormal body carriage
(hunched posture) and diarrhea. Recovery, as judged by
externa appearance and behavior, was advanced by Day 3
(piloerection done) and complete by Day 4. Slightly low
body weight gains were recorded for four males and three
femaeson Day 8. All rats achieved anticipated body
welght gains during the second week of the studly.

Termind autopsy findings were normd. The acute lethdl

ora doseto rats of Betadet HR was found to be greater than
5.0 g/kg body weight of the 31% solution (> 1.5 g/kg active
ingredient).

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdiable without restriction; guideline studly.

Gardner, J. R. 1987. Acute Ora Toxicity to Rats of
Betadet HR. Report number 871209D/MLS 5/AC.
Huntingdon Research Centre Ltd., Cambridgeshire, UK,
Sponsored by Kao Corporation S.A.

July 3, 2001
157h
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5.1.3 ACUTE DERMAL TOXICITY

Test Substance
| dentity:

Purity:
Remarks.

Method
Method/guiddine followed:

Type:

GLP:

Year:

SpeciedStrain:

Sex:

No. of animals per sex per dose:
Vehide

Route of adminigration:
Remarks.

Betadet HR (CAS RN 61789-40-0; 1-Propanaminium, 3-
amino- N - (carboxymethyl)-N,N-dimethyl-, N-coco acyl
derivaives, inner st)

31% active ingredient

Annex V of EEC directive 79/83V/EEC, Part B methods for
Determination of Toxicity Method B3 Acute Dermd
Toxicity and the OECD Guiddine for Testing of Chemicas
Number 402.

LDso limit test

Not stated

1987

CD rats[Crl:COBS CD (SD) BR]

Mdeand femde

5

Not stated

Dermd

The study was designed to assess the toxicity following a
sngle dermad dose of the test substance. The animaswere
in aweight range of 200 to 232 g prior to dosing. Therats
were treated at 2.0 g/lkg bodyweight. One day prior to
treatment, hair was removed from the dorsolumbar region
of each rat with eectric clippers exposing an area
equivaent to 10% of the total body surface. No shaving or
chemica depilation was used. The test substance was
applied by spreading it evenly over the prepared skin. The
treated area was then promptly covered with gauze, which
was held in place with an impermeable dressing encircled
firmly around the trunk. At the end of the 24-hour
exposure period, the dressings were carefully removed and
the treated area of skin decontaminated by washing in
warm (30 - 40 °C) water and blotting dry with absorbent
paper. The treated areas of skin were examined daily for
14 daysfor sgns of dermd irritation and assessed
according to an arbitrary scoring system. Individua body
weights of ratsin the study were recorded on Days 1, 8 and
15. All animaswere killed on Day 15 by cervicd
didocation and were subjected to a macroscopic post
mortem examination, which consgsted of opening the
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Results
Vdue
Number of deaths;
Remarks:

Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks.

References

Other
Last changed:
Order number for sorting:
Remarks:

abdomina and thoracic cavities. The macroscopic
appearance of abnormal organs when present was recorded.

> 2 gkg

None

The acute lethd dermal dose to rats of Betadet HR was
found to be greater than 2.0 g/kg body weight. There were
no degaths following asingle dermd dose of Betadet HR at
2.0 g/kg body weight. There were no clinical sgns of
systemic reaction t to trestment. Sites of gpplication of the
test substance showed dight or well-defined erythemaon
Day 2. Wdl-defined erythema persisted in three male and
dl femderatson Day 3. There were no more intense
reactionsto trestment, and resolution of erythemawas
completed by Day 6. Sough or hyperkeratinization
affected the treated skin of 4, 5, 6, 8, 9 and 10 rats on Days
4and 5only. Termind autopsy findings were normd.

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdliable without redtriction; guideine study.

Gardner, J. R. 1987. Acute Dermal Toxicity to Rats of
Betadet HR. Report number 871210D/MLS 6/AC.
Huntingdon Research Centre Ltd., Cambridgeshire, UK,
Sponsored by Kao Corporation SA.

July 3, 2001
157i
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5.4 REPEATED DOSE TOXICITY

Test Substance
| dentity:

Purity:
Remarks:

M ethod
Method/guideine followed:
Test type:
GLP.
Year:
Species.
Stran:
Route of adminigration:
Duration of test:
Doses/concentretion levels.
Sex:
Exposure period:
Frequency of treatment:
Control group and trestment:
Postexposure observation period:
Statigtica methods:

Remarks:

Tego® Betain (CAS RN 61789-40-0; 1-Propanaminium, 3-
amino-N-(carboxymethyl)-N, N-dimethyl-, N-coco acyl
derivs, inner dt)

Not stated

OECD Method No. 408

Orad

Yes

1991

Ra

Crl:CF* (SD)BR Sprague Dawley

Ord gavage

92 days

250, 500 and 1000 mg/kg/day

Made and femde

92 days

One daily dose

Y es (concurrent, trested with distilled weter)

None

For body weight and food consumption data, the Levene's
test for homogeneity of variances was performed followed
by one-way ANOVA. If the ANOVA was sgnificant, the
Dunnett’ s test for multiple group comparisons was
performed. For organ weights, the ANOV A was performed
with one factor, treatment, followed by the Student-
Newman-Keulstest. For clinica chemidry, hematology
and organ/body eight ratio data, the ANOVA was
performed with one factor, trestment — based on taking the
ranks of the variables — followed by the Student-Newman-
Keulstest. Statigtica evauation was performed with the
software package SAS (Statistical Andysis System).

Ten male (115to 174 g) and 10 femaderats (97 to 174 g),
fiveto ax weeks of age, were used on sudy. Thetest
substance was administered in the vehicle, digtilled water,
at concentrations of 250, 500 and 1000 mg/kg body weight
per day for 92 days. The dose volume was 10 mil/kg/day.
Clinicd sgnswere recorded at least daily. Body weight
and food consumption were recorded once weekly.
Ophthalmic examinations were recorded on the control and
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Results
NOAEL (NOEL)
LOAEL (LOEL)
Actual dose received:
Toxic response/effects.
Statisticd results:

Remarks:

1000 mg/kg/day animds prior to dosing and on dl animds
in al groups during the final week of trestment. Blood and
urine samples were collected from al animas during the
find week of treetment for hematologica and biochemicd
investigations. Blood was collected from orbital snusand
urine was collected by placing animasin metabolism
cages. Complete necropsy was performed on al surviving
animdsfollowing 92 days of treetment. The following
organs were weighed: adrendls, brain, heart, kidneys, liver,
ovaries, pituitary, spleen, testes and thyroids (with
parathyroids). Histopathology was performed on select
tissues from dl animads in the control group and the

1000 mg/kg/day group. Due to trestment-related
histopathologica changes seen in the 1000 mg/kg/day
animas, ssomach tissue of the 500 and 250 mg/kg/day
groups were dso examined microscopicaly.

NOEL = 250 mg/kg/day

Not stated

250, 500 and 1000 mg/kg/day

Described below

A few datigticdly sgnificant differences were observed in
clinica chemigry parameters between the tested groups;
however, none were trestment-related. No other statistical
results were stated.

There were no compound-related deaths. One control
group male, one male and one femade in the 500 mg/kg
group and 3 femaes in the 1000 mg/kg group died
accidentaly. Throughout the experimentd period, there
were no treatment-related effects for either sex in the
following parameters. dlinica observetions, body weight
gain, food consumption, ophthamic observations,
hematol ogic evauations, blood chemigry, urindyssand
organ weights. The macroscopic necropsy findings
reveded some stomach ulceration at the fundus and cardiac
regions in one high dose mae and one high dose femae.
There were no other trestment-related macroscopic
findings. Micrascopic post-mortem findings reveded
forestomach gadtritisin Sx male and three femderatsin
the 1000 mg/kg/day group, and in two mae and two
femaesin the 500 mg/kg/day dose group. Forestomach
gadiritiswas not present in the somachs of the animasin
the 250 mg/kg/day group. There was no evidence of any
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Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks.

References

Other
Last changed:
Order number for sorting:
Remarks:

systemic toxicity due to the test substance adminigtration in
any of the other organs examined.

Reproductive organs were examined higtologicdly, thus
this study meets the SIDS requirements for a reproductive
screen.

On the basis of the results obtained from this study, Tego
Betain was very well tolerated at a dose leve of

250 mg/kg/day, relatively well tolerated at adose leve of
500 and moderately tolerated at adose level of

1000 mg/kg/day when administered daily by ord gavageto
ratsfor aminimum of 90 days. Theonly signs of
intolerance at the 500 and 1000 mg/kg/day dose level were
a dose-related incidence of forestomach gadiritis (author of
the report).

The endpoint has been adequately characterized (American
Chemigtry Council Faity Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdliable without restriction; guiddine study.

Zuehlke, U. 1991. 90 Day Ord (Gavage) Subchronic
Toxicity Study inthe Rat. Report number 954-348-155.
Hazleton Laboratories Deutschland GmbH, Muendter,
Germany.

June 24, 2004
101
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5.4 REPEATED DOSE TOXICITY

Test Substance
| dentity:

Purity:
Remarks.

M ethod
Method/guiddline followed:
Test type:
GLP.
Year:
Species.
Strain:
Route of adminigtration:
Duration of test:
Doses/concentretion levels.
Sex:
Exposure period:
Frequency of treatment:
Control group and treatment:
Postexposure observation period:
Statistical methods:
Remarks:

Results
NOAEL (NOEL)
LOAEL (LOEL)
Actua dose received:
Toxic response/effects.
Statidicd results
Remarks:

Dehyton K (CAS RN 61789-40-0; 1-Propanaminium, 3-
amino-N- (carboxymethyl)-N, N-dimethyl-, N-coco acyl
derivs, inner dt)

Not stated

Guiddine 87/302/EWG Pat B

Ord gavage

Yes

1991

Rat

Sprague-Dawley

Ord gavage

28 days

250, 500 and 1000 mg/kg body weight

Mde and femde

28 days

Once per day; 5 consecutive days per week

Y es (concurrent, received ditilled water)

28 days

T-test and Stedl-Test (a multiple comparison rank sum test)
An additiond 5 mae and 5 female rats were included in the
control and 1000 mg/kg levels to be used as a recovery
group. Doses were adjusted to body weight.

500 mg/kg/day

1000 mg/kg/day

Not stated

Described below

Not stated

All doses were tolerated without substance-related |ethdity.
Symptoms of locd irritation of the gastrointesting tract
(head protrusion at the beginning of week 3, sdivation at
the beginning of week 4) were observed in the 1000 mg/kg
group to the end of the study. No compound-related
decreases in food consumption or water consumption were
noted throughout the study. The hematologica

evaudions, dinica chemigry, ophthamic examinations,
and absolute and relative organ weighted showed no
compound-related affects. The macroscopic examination
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Conclusions
Remarks:

Data Quality
Rdiahility (Klimisch):
Remarks,

References

Other
Last changed:

Order number for sorting:

Remarks:

indicated compound-related edema of the mucosa of the
forestomach in the 2000 mg/kg group. Thisfinding of
forestomach irritation disappeared in the mae and femae
rats of the recovery group, 28 days after termination of
treetment. Microscopic examination of the forestomach of
the male and femde rats in the high dose group showed
effectsindicating locd irritation induding acanthosis of the
mucosa, inflanmatory edema of the submucosaand
multiple ulcerations. The acanthos's and the papillomatous
hyperplasa were the dominant findings and were higher
graded in the femdes than in the mdes. These were
consdered to be the result of the irritating property of the
test substance and not to be symptoms of a systemic
toxicity. The 1000 mg/kg recovery animas showed
complete and regular regeneration of the forestomach
mucosa. Microscopic examination revedled no lesonsin
the reproductive organs of the high-dose group mae and
femderats.

According to the described study, a daily administration of
Dehyton K up to 1000 mg/kg body weight does not cause
cumulative systemic toxicity to rats (author of the report).
The endpoint has been adequatdly characterized (American
Chemisiry Council Fetty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdiable without restrictions;, Guiddine study

Potokar, M., W. Sterzel and W. Pittermann. 1991.
Dehyton K, 28-Tage- Test mit Wiederholter Oraer
Verabreichung an Ratten. Report number TED 910119.
Henkd KGaA, Duessdldorf, Germany.

June 24, 2004
102a
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5.4 REPEATED DOSE TOXICITY

Test Substance
| dentity:

Purity:
Remarks.

M ethod
Method/guiddline followed:
Test type:
GLP.
Year:
Species.
Strain:
Route of adminigtration:
Duration of test:
Doses/concentretion levels.
Sex:
Exposure period:
Frequency of treatment:
Control group and treatment:
Postexposure observation period:
Statistical methods:
Remarks:

Results
NOAEL (NOEL):
LOAEL (LOEL):
Actual dose received:

Cocamidopropyl betaine (CAS RN 61789-40-0;

1- Propanaminium, 3-amino-N- (carboxymethyl)-N, N-
dimethyl-, N-coco acyl derivs,, inner sdt)

100%

Other

Ord range-finding

Yes

1988

Rat

Sprague-Dawley

Ord gavage

7 days

300, 650, 1000, 1500 and 3000 mg/kg/day

Mdeand femde

7 days

Onedaly dose

None

None

None

Two rats/sex/group were administered the undiluted test
substance at doses of 300, 650, 1000, 1500 or

3000 mg/kg/day by ord gavage for seven days. Maes
(225 - 255.9 g) and females (241.5 - 266.9 Q)
approximately 8 and 12 weeks of age, respectively, were
used on study. Animaswere acclimated to the testing
facility for gpproximately one week prior to test
adminigration. Mortdity/morbundity checks were
performed twice daily. Observationsfor signs of toxic and
pharmacol ogic effects were performed 1 to 2 hours
post-dose for 7 days. Body weights were recorded
immediately prior to initiation of dosing, a day 7, and &
death or terminal sacrifice. Necropsies were performed on
al animals. The sudy was designed as arange-finding
study to determine dose levels for a 28-day study.

Not stated
300 mg/kg/day
300, 650, 1000, 1500 and 3000 mg/kg/day
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Toxic response/effects.
Satigicd reaults;
Remarks,

Conclusions
Remarks:

Data Quality
Reliability (Klimisch):
Remarks.

Refer ences

Described below

None

All animas trested with the test substance at a dose level of
3000 mg/kg died by Day 4. One femde in the 1500 mg/kg
dose leve died by Day 7 and the other femae in this group
showed dramatic weight loss. All animasin the 1000 and
300 mg/kg dose groups survived until study termination.
One mdein the 650 mg/kg dose group died; however,
since no other animas died in this dose leve nor &

1000 mg/kg, it was consdered incidental. Clinica sgns
observed in femaesin the 300 mg/kg dose group included
compound-colored urine, soft feces and nasal discharge.
Maesin this group gppeared norma throughout the study.
Compound-colored urine was obsarved in animdsin dl
other dose groups. All animals treated with 3000 mg/kg
showed signs of soft feces and depression prior to death.
Marked body weight depression was seen in one 300 mg/kg
group female, both 650 mg/kg group females, both

1000 mg/kg males and one 1500 mg/kg femade. The
remainder of animals that survived to termination gained
weight. Pathological observations noted in animals that
were found dead that appeared to be treatment related
included dark liver, thin walsin the somach and

intestines, compound- like materid in the somach and
intestines and distended intestines. All other observations
were congdered incidenta in nature.

Based on the results of this range-finding study, a dose
level of 1000 mg/kg/day is considered the highest
recommended dose level acceptable for a 28-day study
(author of the report).

The endpoint has been adequately characterized (American
Chemigtry Council Faity Nitrogen Derivatives Pand,
Amides Task Group).

1B
Rdiable without redtriction; comparable to guideine study.

Bailey, D. E. 1988. Dose Range-finding Toxicity Study in
Rats. Report number 444-223. Hazleton Laboratories
America, Inc., Vienna, VA, U. S.
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Other
Last changed:

Order number for sorting:

Remarks:

July 27, 2000
102b
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5.5 GENETIC TOXICITY IN VITRO

Test Substance
| dentity:

Purity:
Remarks.

M ethod
Method/guiddline followed:
Type:
Sydtem of tegting:
GLP:
Year:
Species/Strain:

Metabolic activation:
Concentrations tested:

Statistical methods:
Remarks:

Results
Resault:
Cytotoxic concentration:

Genatoxic effects.
Satigica results
Remarks:

Dehyton K (CAS RN 61789-40-0; 1-Propanaminium, 3-
amino-N- (carboxymethyl)-N, N-dimethyl-, N-coco acyl
derivs, inner salt)

Not stated

OECD Method No. 471 (May 26, 1983)

Reverse mutation assay

Bacteria

Yes

1988

Salmonella typhimurium strains TA 1535, TA 1537,
TA 1538, TA 98 and TA 100

With and without S-9 activation; S-9 mix obtained from the
liver of Aroclor 1254-induced mde rats

1, 4, 16, 64 and 256 ny/plate (without S-9 activation)

4, 16, 64, 256 and 1024 ny/plate (with S-9 activetion)
Not stated

Three plates per dose level. S-9 was purchased from an
outsde source. S-9 Mix was prepared on the day of the
experiment. Double delonized water was used asthe
solvent and negetive control substance. The plate
incorporation method was used. Aniinitid toxicity assay
was performed at doses of 8, 40, 200, 1000 and

5000 ny/plate.

Negative

Intheinitia toxicity assays, the test substance without
metabolic activation was cytotoxic to the tester strains TA
1535 and TA 1537 at 1000 ny/plate and cytotoxic to tester
strain TA 1538 at 200 ny/plate. The test substance with
metabolic activation was cytotoxic to the tester srains

TA 1535 and TA 1538 at 5000 ng/plate and tester strain
TA 1537 at 1000 ny/plate.

Negative with and without activation

None
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Conclusions
Remarks:

Data Quality
Rdidhility (Klimisch):
Remarks:

Refer ences

Other
Last changed:
Order number for sorting:
Remarks:

Dehyton K did not induce reverse mutations in the presence
and absence of S-9 mix in the tester Srains TA 1535,

TA 100, TA 1537, TA 1538 and TA 98 (author of the
report).

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

1A
Rdiable without redtriction; guideine study.

Banduhn, N. 1991. Dehyton K, Prifung auf Mutagenitét
im Ames-Test. Report number 880078. Henkel KGaA,
Duessddorf, Germany.

August 14, 2000
104
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5.5 GENETIC TOXICITY IN VITRO

Test Substance
| dentity:

Purity:
Remarks.

Method

Method/guiddline followed:

Type:
Sydtem of tegting:

GLP:

Yea:

Species/Strain:
Metabolic activation:
Concentrations tested:
Statistica methods:
Remarks

Results
Reault:
Cytotoxic concentration:
Genotoxic effects
Statisticd results:
Remarks

Conclusions
Remarks:

Data Quality
Rdiability (Klimisch):
Remarks:

References

Other
Last changed:
Order number for sorting:
Remarks:

Cocamidopropyl Betaine (CAS RN 61789-40-0;

1- Propanaminium, 3-amino-N- (carboxymethyl)-N, N-
dimethyl-, N-coco acyl derivs,, inner sdt)

Not stated

OECD Guiddine No. 471

Reverse mutation assay

Bacteria

Not stated

1995

Salmonella typhimuriumy/Not stated
With and without S-9 activation

Not stated

Not stated

Negative

Not stated

Negetive with and without activation
Not stated

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

2D
Rdiable with redtrictions, summary of German article.

Gentoxizitaet (Rueckmutationsversuch/Amestest) mit
TEGO® Betain L 7 F. 1995. Report number bet7ge.
Th. Goldschmidt AG.

July 25, 2000
105a
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5.5 GENETIC TOXICITY IN VITRO

Test Substance
| dentity:

Purity:
Remarks.

Method

Method/guiddline followed:

Type:

Sydtem of tegting:
GLP:

Year:
Species/Stran:

Metabolic activation:

Concentrations tested:

Satigica methods:
Remarks:

Results
Reault:

Cytotoxic concentration:
Genotoxic effects

Satigicd reaults;
Remarks:

Cocamidopropyl Betaine (CAS RN 61789-40-0;

1- Propanaminium, 3-amino-N- (carboxymethyl)-N, N-
dimethyl-, N-coco acyl derivs,, inner sdt)

30%

Techniques described in: Ames, B. N., J. McCann and E.
Yamasaki. Methods for detecting carcinogens and
mutagens with the Salmonella/mammaian microsome
mutagenicity test. Mutat. Res. 31:347 - 364.

Reverse mutation assay

Bacteria

Yes

1988

Salmonella typhimurium strains TA 1535, TA 1537,

TA 1538, TA 98 and TA 100

With and without S-9 activation; S-9 mix obtained from the
liver of Arochlor 1254-induced rats. S-9 mix was
purchased commercialy and was prepared fresh just prior
to usein the assays.

0.001, 0.005, 0.00, 0.050, 0.100, 0.125, 0.150 and
0.300 m per plate

None performed

Three plates per dose level. The entire assay was
performed once. Deionized water was used as the solvent
inthistes.

The range finding study results indicated that the test
substance was toxic towards the tester strains at 0.146 i
and higher. Inthe main study, no subgtantial increasesin

the revertant colony numbers of any of the five srains

tested were observed following treatment with the test
substance at any dose level, either in the presence or
absence of S-9 activation.

0.586 m per plate and above (based on range-finding study)
0.146 m per plate and above (based on range-finding study)
Negative with and without activation in the main study

None
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Conclusons
Remarks: The test substance, Cocamidopropyl Betaine, did not
exhibit genetic activity in these assays and was not
mutagenic under the test conditions according to the study
criteria (author of the report). The endpoint has been
adequately characterized (American Chemistry Council
Fatty Nitrogen Derivatives Panel, Amides Task Group).
Data Quality
Rdiability (Klimisch): 2C
Remarks: Rdliable with redtrictions, comparable to guideline study
with acceptable redtrictions.
References Jagannath, D. R. 1988. Mutagenicity Test on
Cocamidopropyl Betaine in the Ames
Samonela/Microsome Reverse Mutation Assay. Study
number 10245-0-401. Hazleton Laboratories America,
Inc., Kensington, MD, U. S.
Other
Last changed: July 26, 2000
Order number for sorting: 105b

Remarks:
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5.5 GENETIC TOXICITY IN VITRO

Test Substance
| dentity:

Purity:
Remarks.

M ethod
Method/guiddline followed:

Type:

Sysem of tegting:
GLP:

Yea:
SpeciedStrain:

Metabolic activation:
Concentrations tested:

Statistical methods:
Remarks:

Betadet HR (CAS RN 61789-40-0; 1-Propanaminium, 3-
amino- N - (carboxymethyl)-N,N-dimethyl-, N-coco acyl
derivaives, inner st)

28.5-30.5 % active ingredient

OECD Guiddinesfor the Testing of Chemicds, Protocol
Number 471 and dso Method B14 in commission directive
92/69/EEC

Ames

Bacteria

Yes

1996

Salmonella typhimurium TA1535, TA1537, TA1538 and
TA98

With and without S-9 activation; S-9 mix obtained from the
liver of Arochlor 1254-induced mae Sprague-Dawley rats
0, 50, 150, 500, 1500 and 5000 ny per plate

UKEMS (5) and Dunnett’s Method of Linear Regression
In this assay, overnight sub-cultures of the appropriate
coded stock cultures were prepared in nutrient broth and
incubated at 37 °C for approximately 10 hours. S9 was
prepared in-house from the livers of mae Sprague-Dawley
rats. A known aiquot of S9-mix and 2 ml of molten, trace
higtidine supplemented media were overlaid onto agterile
Voge-Bonner Minima agar plate in order to assessthe
Serility of the SO-mix. This procedure was repeated, in
triplicate, on the day of each experiment. A preiminary
test was carried out to determine the toxicity of the test
materid to the tester organisms. Two main studies were
run. Inthefirst main study up to Sx concentrations of the
test materia (1.5, 5, 15, 50 150 and 500 ny/plate) plusa
control were assayed in triplicate againgt each tester dtrain,
using the direct plate incorporation method in accordance
with the standard methods for mutagenicity tests usng
bacteria. The second experiment was performed using
methodology as described for experiment 1, usng fresh
bacteria cultures, with up to seven concentrations of test
material (0.5, 1.5, 5, 15, 50, 150 and 500 ny/plate) and
control solutionsin triplicate. Both tests were run with and
without metabalic activation. The following positive
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Results
Reault:
Cytotoxic concentretion:
Genotoxic effects.
Statigticd results:
Remarks

Conclusons
Remarks:

controls were included in each test:
N-ethyl-N’-nitro-N-nitrosoguanidine (3 ng/plate for TA100
and 5 ny/plate for TA 1535); 9-aminoacridine (80 ny/plate
for TA1537); 4-nitro-o- phenylenediamine (5 ug/plate for
TA1538); 4-nitroquinoline-1-oxide (0.2 ug/plate for
TA98). In addition, the materiad, 2-aminoanthracene,
which is non-mutagenic in the absence of metabolizing
enzymes was used in the activated series (1 ug/plate for
TA100, 2 ug/plate for TA1535 and TA1537, and 0.5
ug/plate for TA1538 and TA98). All of the plates were
incubated at 37 °C for approximately 48 hours and the
frequency of revertant colonies assessed usng aDomino
colony counter. The criteriafor a substance to be
consdered pogtive in this test system were: adose-related
and gatidticaly sgnificant increase in mutation rate in one
or more strains of bacteriain the presence and/or absence
of the O microsomd enzymesin both experiments at sub-
toxic dose levels. To be considered negetive, the number
of induced revertants compared to spontaneous revertants
was less than twofold at each dose level employed, up to
the limits imposad by toxicity, solubility or up to the
maximum recommended dose of 5000 ny/plate. Inthis
case the limiting factor was ather toxicity or the maximum
recommended dose depending upon bacteria strain type
and presence or absence of S9-mix.

Negative with and without activation.

150 ug/plate

None

See below

The test materid caused avisble reduction in the growth of
the bacterid lawn to al of the strainstested. Thefirst
evidence of toxicity was observed a 150 ng/plate. No
sgnificant increase in the frequency of revertant colonies
of bacteriawas recorded for any of the strains used, at any
dose leve with or without metabolic activation. All of the
positive control chemicas used in the test produced marked
increases in the frequency of revertant colonies and the
activity of the SO fraction was found to be satisfactory.

The test materid was found to be non-mutagenic under the
conditions of thistest. The endpoint has been adequately
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Data Quality
Rdiability (Klimisch):
Remarks:

Refer ences

Other
Last changed:

Order number for sorting:

Remarks:

characterized (American Chemisiry Council Fatty Nitrogen
Derivetives Pand, Amides Task Group).

1A
Rdiable without redtriction; guiddine study.

Thompson, P. W. 1996. Betadet HR: Reverse Mutation
Assay “Ames Tet” Using Salmonella typhimurium.
Project number 140/473. Safepharm Laboratories Limited,
Derby, UK, Sponsored by Kao Corporation S.A.

July 3, 2001
157]
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5.6 GENETIC TOXICITY INVIVO

Test Substance
| dentity:

Purity:
Remarks.

Method

Method/Guiddine followed:

Type
GLP:

Year:

Species.

Strain:

Sex:

Route of adminigtration:

Doses/concentration levels:

Exposure period:
Statistical methods:
Remarks:

Tego Betain L7, batch 9775 (CAS RN 61789-40-0; 1-
Propanaminium, 3-amino-N-(carboxymethyl)-N,N-
dimethyl-, N-coco acyl derivatives, hydroxides inner salt)
Not stated

Not stated

Mouse Micronucleus Test (Schmid Method)

Yes

1987

Mouse

OF1 (1.0.P.S. Caw)

Mdeand femde

Intraperitoneal injection

0.02 and 0.2 g/kg

Two adminigrations a 24-hour intervas

Student’s Test and Exact Bilaterd Comparison Test

The purpose of the study was to evaluate the mutagenic
potentid of thetest articlein an in-life test that enabled
detection of chromosoma mutations. Groups of five mde
and five femae mice were administered two doses of the
test substance by intraperitoned injection in sterile didtilled
water at 24-hour intervals. Concentrations were 0.02 and
0.2 g/kg at a congtant volume of 10 g/kg. Two additiona
groups of mice (five maes and five femaes per group)
were used as the vehicle control (Serile digtilled weter) and
the positive control (cyclophosphamide, 0.1 g/kg).
Animaswerekilled by cervicd didocation 6 hours after
the second administration. The bone marrow was extracted
from the femurs using fetd cadf serum centrifuged and
re-suspended. For each animd, two smears were prepared,
ar-dried and stained with freshly filtered May Grunwald
and Giemsagtaining. For each animd the reading was
carried out by observation of 1000 polychromatic

erythrocytes.
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Results
Mitotic index:

Genatoxic effects.

NOAEL (NOEL):

Satigicd results;
Remarks:

The results are expressed as the number of cdlswith
micronucle for each 1000 polychromatic erythrocytes
observed.

Male mice
Mean Number of
Dose group Micronucleated Erythrocytes
Negative Control 1.4
Positive Control 67.8
0.02 gkg 0.8
0.2 gkg 1.2
Female Mice
Mean Number of
Dose group Micronucleated Erythrocytes
Negative Control 1.8
Positive Control 44.8
0.02 g/kg 1.6
0.2 gkg 1.0

Male and Female Mice

Mean Number of
Dose group Micronucleated Erythrocytes
Negative Control 1.6
Positive Control 56.3
0.02 g/kg 1.2
0.2 gkg 1.1
Negative
>0.2g/kg
Described below

No sgnificant increase in the number of micronucdeus-
bearing erythrocytes was observed following two
intrgperitoneal adminigtrations of the test substance. The
results for each treated group were comparable with those
obtained for the negative control group. The results
obtained with cyclophosphamide positive control

(100 mg/kg) are sgnificantly pogtive. Under these
conditions, it can be concluded that the test article induced
no mutagenic effect in the mouse at dose levels of 0.02 and

0.2 gkg.
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Conclusions
Remarks:

Data Quality
Reiability (Klimisch):
Remarks.

References

Other
Last changed:

Order number for sorting:

Remarks:

The endpoint has been adequately characterized.
(American Chemigry Council Fetty Nitrogen Derivatives
Pandl, Amides Task Group).

1B
Rdliable without regtriction; comparable to guiddine study.

WEéill, N. 1987. Tego Betain L7, Batch 9775:
Micronucleus Test (Schmid Method). Report number
703201. Hazleton-1FT, St Germain sur I’ Arbrede, France.

Jduly 3, 2001
157k
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5.9 DEVELOPMENTAL TOXICITY/TERATOGENICITY

Test Substance
| dentity:

Purity:
Remarks.

Method

Method/guideine followed:

GLP

Year:

Species.

Stran:

Route of adminigration:

Doses/concentration levels:

Sx:
Exposure period:

Frequency of trestment:

Control group and treatment:

Duration of ted:
Satigica methods:
Remarks.

1-Hexadecanaminium (CAS RN 693-33-4; Ammonium,
(carboxymethyl) hexadecyldimethyl-, hydroxide, inner salt)
Not stated

None — pilot sudy

Yes (FDA)

1984

Rabbits

New Zedand White

Dermd

0, 10, 20, 40, 100 and 200 mg/kg/day

Femde

Days 6 - 18 of gestation, except in 100 and 200 mg/kg/day
dosage groups

Daly

Y es (concurrent, dosed with 5% isopropanol a avolume of
2mi/kg)

Days0 - 19 of gedtation

None

The test substance, in the vehicle 5% isopropanol, was
goplied topicdly to five groups of artificialy inseminated
female rabbits (8 rabbits/group). The vehicle done was
applied topicaly to one group of 8 rabbits. Animaswere
treated at dose levels of 0O, 10, 20, 40, 100 and

200 mg/kg/day at a dosage volume of 2 mi/kg. Animas
were treated with the test substance or vehicle for four
hours each day for 13 consecutive days on presumed day of
gestation 6 through 18. Because of test substance-related
mortdity and severe topicd effects, adminidration of the
100 and 200 mg/kg/day dosages were discontinued after the
eighth and sixth daily dosages, respectively. Asthere was
not a“ no effect” leve, two additiona groups

(8 rabbits/group) were treated with a second vehicle control
and anew low dosage (2 ml/kg) of the test substance

(2.0 mg/kg/day). These rabbits were not inseminated and
were given the test substance or vehicle done for 13
consecutive days. Test substance solutions were prepared
on aweekly basis, or as needed. Animas were observed
daily during the dosage and postdosage periods for signs of
toxicity, skin irritation, abortion (inseminated rabbits),
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Results
Materna toxicity NOEL:

Devedopmenta toxicity NOEL:

Actua dosereceved:
Maternd data

desath, body weight and feed consumption. Rabbits that
died during the test were examined for pregnancy, if
appropriate, and cause of death. On gestation day 19, all
aurviving femaes were sacrificed and a complete gross
necropsy was performed, including examination of the
brain. The uterus was examined for pregnancy, number of
implantations and corporalutea, live and dead fetuses, and
early and late resorptions. The noninseminated rabbits
amilarly were sacrificed and necropsied approximately 24
hours after the 13" daily dosage was administered. This
study was conducted to determine dosages of the test
substance to be administered topicaly to rabbitsin a

subsequent teratology study.

50 mg/kg/day

150 mg/kg/day

0, 2, 10, 20, 40, 100 and 200 mg/kg/day

Three of eight rabbits each in the 100 and 200 mg/kg/day
dosages died or were moribund sacrificed. Because of test
subgtance related mortality, administration of these dosages
was discontinued after the eighth and sixth daily dosages,
repectively. Clinica observations noted in animal's dosed
at 40, 100 and 200 mg/kg/day, and considered to be effects
from the test substance, included uncoordinated movemernt,
patid parayds, red exudate of vagind origin present in

the cage pan, green matted fur, ataxia and and/or dopecia
All skin reactions, including erythema, desquametion,
atonia, fissuring, eschar and/or exfoliation demongrated
dosage- dependent onset incidence and severity. All rabbits
in each of the dosage groups had aminimum of Grade 1
erythema observed at least once. No rabbit in any dosage
group exhibited edema and no vehicle control rabbit had
any of these Sgns of skin reaction present. Average body
weight gain was inhibited by adminigtration of dosages of
2.0 through 200 mg/kg/day of the test substance, as
compared with the control group. The body weight effect
was dosage dependent and considered to be biologicaly
ggnificant at dosages of 10.0 through 200 mg/kg/day. The
severity of the effect ranged from dight, for 2.0 and

10.0 mg/kg/day dosage group rabbits, to marked, for

100 and 200 mg/kg/day dosage group rabbits. Reduced
average daily feed consumption was noted in the

2.0 through 200 mg/kg/day dosage groupsin an gpparent
dose-related trend. 1t was considered biologically



FND Amides— Appendix 3
September 16, 2004
Page 108 of 103

Fetal data:

Satigticd results;
Remarks

Conclusions
Remarks:

Data Quality
Rdiability (Klimisch):
Remarks.

References

Other
Last changed:
Order number for sorting:
Remarks.

ggnificant for rabbits in the 400 through 200 mg/kg/day
dosage groups. Pregnancy occurred in 6 or 7 of the

8 rabbits in each dosage group. Upon completion of
Caesareansectioning, a complete gross necropsy was
performed on the does.

Litter parameters:

An increase incidence of resorptions was observed in
maternaly toxic dosages of 40, 100 and 200 mg/kg/day. In
the 100 and 200 mg/kg/day dosage groups, an associated
decrease in average litter size (live fetuses) was observed.
Fetal evaluations.

All fetuses were dive at maternal Caesarean- sectioning.
None

Dosages of 0.0, 2.0, 10.0 and 20.0 mg/kg/day of the test
substance were recommended for usein the definitive
rabbit teratology study (author of the report). The endpoint
has been adequately characterized (American Chemistry
Council Fatty Nitrogen Derivatives Panel, Amides Task
Group).

2B

Rdiable with redtrictions; basic data given, comparable to
guidelines/standards.

Hoberman, A. M. and M. S. Chrigtian. 1984. Initid
submisson: Filot Study for Percutaneous Teratology of
1-Hexadecanaminium & 5% |sopropanol in Rabbits with
Attachments and Cover Letter Dated 07/279/2. EPA
document number 88-920004922. Argus Research
Laboratories, Inc., Horsham, PA, U. S.

July 25, 2000
60
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5.9 DEVELOPMENTAL TOXICITY/TERATOGENICITY

Test Substance
| dentity:

Purity:
Remarks.

Method

Method/guideine followed:

GLP.

Year:

Species.

Strain:

Route of adminigtration:

Doses/concentration levels:

Sex:
Exposure period:
Frequency of trestment:

Control group and treatment:

Duration of ted:
Statistical methods:

Remarks

1-Hexadecanaminium (CAS RN 693-33-4; Ammonium,
(carboxymethyl) hexadecyldimethyl-, hydroxide, inner salt)
30.4%

Not stated

Yes

1984

Rat

COBS* CD

Ord gavage

0, 50, 150 and 250 mg/kg/day

Femde

Days6 - 15 of gedtation

7 days/week

Y es (concurrent, dosed with ethanol in deionized water at a
volume of 5 mi/kg)

Days0 - 20 of gedtation

Fetal sex ratios and the proportions of literswith
maformations were compared usng the Chi-square test
and/or Fisher’s Exact probability test. The proportions of
resorbed and dead fetuses and postimplantation |osses were
compared by the Mann-Whitney U-test. The mean number
of corporalutes, tota implantations, live fetuses and mean
fetal body weights were compared by ANOVA (one-way)
Bartlett’ s test for homogeneity of Variances and the
appropriate t-test.

Dosage calculations were based on a 100% active
component. Since the test substance was received with a
30.4% active moiety in 10% ethanol, a correction factor of
3.2895 was Utilized to achieve the proper amount of active
ingredient. The control group received ethanal in

deionized water a avolume of 5 mi/kg. The amount of
ethanol the control group received was equa to the amount
given to the 250 mg/kg/day group. The stock solution was
prepared daily. Dose volume was 5 mi/kg body weight,
adjusted for body weight on days of gestation 6, 9 and 12.
Animas were observed twice dally for Sgns of toxicity.
Body weights were recorded onday 0, 6, 9, 12, 16 and 20
of gestation. Food consumption intervas were identica to
the body weight intervals. On gestation day 20, dl
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Results
Materna toxicity NOEL:

Devedopmenta toxicity NOEL:

Actua dose received:
Maternd data

Fetal data:

surviving femaes were secrificed by carbon dioxide
inhadation. The uterus was exposed and the lumber and
location of viable and nonviable fetuses, early and late
resorptions and the number of totd implantations and
corpora lutea were recorded. The uterus was then excised
and the fetuses were removed. Live fetuseswere
individually weighed, sexed, tagged and examined for
externd maformations or developmenta variations.
Approximatdly one haf of the fetuses for each litter were
fixed in Bouin's solution to examine the visceraand brain
by Wilson's sectioning technique. The remaining one-half
of the fetuses were processed (dizarin red staining) and
examined for skeletd abnormdlities.

Not stated

Not stated

0, 50, 150 and 250 mg/kg/day

No deaths occurred in any damsin the control or treated
groups. Clinical observations noted in animals dosed at
250 mg/kg/day included stained and matted fur (noted
primarily on the limbs, neck, ventra thorax and facid

area), excessve sdivation, respiratory rales, diarrhea,
decreased activity, hypothermia, lacrimation, labored
breething and wheezing. Similar observations were evident
at 150 mg/kg/day group, stained and mattered fur and
respiratory rales were the predominant observations. A
dose-related trend of maternd body weight inhibition was
noted during both the overal gestation (days 0 - 20) and
treatment (days 6 - 15) periods a dl doselevels. Weight
loss was observed during the firgt treestment interva (days
6 - 9) at 150 and 250 mg/kg/day. Reduced food intake was
aso noted among al treated groups during the trestment
period in an gpparent dose-related trend. 1n addition,
consumption was inhibited at 250 mg/kg/day during the
overal gedtation interva but mean vaues of the 50 and
150 mg/kg/day groups were comparable to contrals.
Necropsy reveded no trestment-related differences among
the groups.

Litter parameters:

No meaningful differences among the control and treated
groups were evident with respect to the number of corpora
lutes, totd implantations, postimplantation loss, vigble
fetuses and feta body weights.
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Statisticd resuts:
Remarks

Conclusions
Remarks:

Data Quality
Rdiability (Klimisch):
Remarks.

Refer ences

Other
Last changed:
Order number for sorting:
Remarks:

Fetal evaluations.

The incidence of fetal maformation in the treeted groups
was neither gatigicdly sgnificant nor meaningfully

different from that of the controls. With respect to
developmentd variations, reduced or absent ossification of
the skull, sternebrae #5 and/or #6 and other sternebrae
occurred more frequently at the 250 mg/kg/day group. This
reduced ossification of the sternebrae #5 and #6 was
deemed biologicdly sgnificant as it was commonly
observed in conjunction with reduced materna body
weight. No further trends in developmentd variations were
noted.

Described above

The endpoint has been adequately characterized (American
Chemigtry Council Fatty Nitrogen Derivatives Pand,
Amides Task Group).

1B
Reiable without redtriction; comparable to guideine study.

Arnold, K. S,, J L. Schardein and M. Blair. Ord
Teratology Study of 1-Hexadecanaminium in Rats. 1985.
International Research and Development Corporation, U. S.

July 25, 2000
61
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October 8, 2004

Mr. Michael Leavitt

Administrator

U.S. Environmental Protection Agency
P.O. Box 1473

Merrifield, VA 22116

Attn: Chemical Right-to-Know Program-Consortium #

Dear Administrator Leauvitt:

It is my pleasure to submit the revised Test Plan documents on behalf of the Amides Task
Group of the American Chemistry Council’s Fatty Nitrogen (FND) Derivatives Panel.

The FND Amides Task Group (Task Group) first submitted its FND Amides Test Plan (Test
Plan) to EPA on December 20, 2001. EPA submitted comments on the Test Plan to the Task
Group in a letter dated June 27, 2002.

Please direct inquiries regarding this letter to me at 703-741-5605 or
Christopher_Cleet@americanchemistry.com.

Sincerely,

Christopher Cleet
Manager, FND Panel

Attachment

cC: FND Panel
Amides Task Group
Steven Russell, ACC
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